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Presidential Documents

Title 3—

The President

[FR Doc. 96-11790
Filed 5-8-96; 8:45 am]
Billing code 3195-01-P

Proclamation 6893 of May 7, 1996

Mother’s Day, 1996

By the President of the United States of America

A Proclamation

America’s mothers hold a special place in our hearts, providing the lessons
and care that have enabled generations of children to embrace the opportuni-
ties of this great land. They embody the compassion, devotion, and energy
that have always defined our national character, and their daily efforts
anchor our country’s commitment to the fundamental values of respect
and tolerance. Mothers impart both the strength that enables us to face
our challenges and the love that comforts and sustains us.

As we honor our Nation’s mothers for past and present accomplishments,
we recognize that mothers’ roles have changed significantly in recent years.
Today, mothers are CEOs and teachers, physicians and nurses, elected offi-
cials and PTA presidents, police officers and volunteers, homemakers and
heads of households. Many serve on the front lines of the struggle against
violence and poverty. These women—problem-solvers, caregivers, and teach-
ers—are using their talents in every sector of our society, helping all Ameri-
cans to look forward with hope and faith in the future.

Mother’s Day has long been a welcome opportunity to celebrate motherhood
and to remember our mothers—whether biological, foster, or adoptive. To
reflect on all we have gained from our mothers’ guidance and to remember
their sacrifices, the Congress, by a joint resolution approved May 8, 1914
(38 Stat. 770), has designated the second Sunday in May each year as
“Mother’s Day” and requested the President to call for its appropriate observ-
ance.

NOW, THEREFORE, I, WILLIAM J. CLINTON, President of the United States
of America, do hereby proclaim May 12, 1996, as Mother’s Day. | urge
all Americans to express their gratitude for the many contributions made
by our mothers and to observe this day with appropriate ceremonies, activi-
ties, and programs.

IN WITNESS WHEREOF, | have hereunto set my hand this seventh day
of May, in the year of our Lord nineteen hundred and ninety-six, and
of the Independence of the United States of America the two hundred

and twentieth.
‘ L /M
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

7 CFR Part 1280

[No. LS-94-015A]

Sheep and Wool Promotion, Research,
Education, and Information:
Certification and Nomination
Procedures for the National Sheep
Promotion, Research, and Information
Board

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

SUMMARY: This final rule outlines the
procedures for determining the
eligibility of sheep producer
organizations, sheep feeder
organizations, and organizations of
importers of sheep and sheep products
to make nominations for appointment to
the National Sheep Promotion,
Research, and Information Board
(Board), and also outlines the
procedures for making such
nominations to the Board as provided
for in the Sheep Promotion, Research,
and Information Act of 1994. The Board
would administer an industry-funded
promotion, research and information
order authorized by the Act.

EFFECTIVE DATE: May 10, 1996.

FOR FURTHER INFORMATION CONTACT:
Ralph L. Tapp, Chief, Marketing
Programs Branch; Livestock and Seed
Division; Agricultural Marketing Service
(AMS), USDA, Room 2606-S; P.O. Box
96456; Washington, D.C. 20090-6456,
telephone number 202/720-1115.

SUPPLEMENTARY INFORMATION: Prior
document: Proposed Rule—Sheep and
Wool Promotion, Research, Education,
and Information Order (Order)
published June 2, 1995, (60 FR 28747).

Regulatory Impact Analysis

Executive Orders 12866 and 12778 and
the Regulatory Flexibility Act

This final rule has been determined to
be not significant for purposes of
Executive Order 12866 and therefore
has not been reviewed by the Office of
Management and Budget (OMB).

This final rule has been reviewed
under Executive Order 12778, Civil
Justice Reform. It is not intended to
have a retroactive effect. This rule
would not preempt any State or local
laws, regulations, or policies unless they
present an irreconcilable conflict with
this rule.

The Act provides that any person
subject to the Order may file with the
Secretary a petition stating that the
Order, any provision of the Order, or
any obligation imposed in connection
with the Order is not in accordance with
the law, and request a modification of
the Order or an exemption from certain
provisions or obligations of the Order.
The petitioner will have the opportunity
for a hearing on the petition. Thereafter
the Secretary will issue a decision on
the petition. The Act provides that the
district court of the United States in any
district in which the petitioner resides
or carries on business has jurisdiction to
review a ruling on the petition, if the
petitioner files a complaint for that
purpose not later than 20 days after the
date of the entry of the Secretary’s
decision. The petitioner must exhaust
his or her administrative remedies
before he or she can initiate any such
proceedings in the district court.

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.), AMS has considered
the economic impact of this final action
on small entities. This rule pertains only
to (1) the procedures for establishing the
eligibility of organizations to nominate
sheep producers, sheep feeders and
importers of sheep and sheep products
for appointment to the Board; and (2)
the procedures for submitting such
nominations. AMS has determined that
this action will not have a significant
impact on a substantial number of small
entities.

Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1980 (44 U.S.C.
Chapter 35), the information collection
requirements contained herein were
submitted to OMB for approval, and

were assigned OMB Number 0581-0093.
This action sets forth the procedures for
establishing the eligibility of
organizations to nominate sheep
producers, sheep feeders, and importers
of sheep and sheep products to the
initial Board, and the procedures for
submitting such nominations. The
information collection required by this
action and necessary for
implementation of these procedures
includes the following:

(1) An application for certification of
organization, to be completed by eligible
organizations that request certification
in order to be eligible to nominate
producers, feeders, or importers to the
Board. The estimated number of
respondents is 70 (with each
organization submitting one response),
and the estimated average reporting
burden is 0.5 hour per response;

(2) A nomination form by which
certified organizations will nominate
producers, feeders, or importers for
membership on the Board. The
estimated number of respondents is 60
for the first year of the Order and 20
each year thereafter. Each respondent
would submit one response per year,
and the estimated average reporting
burden is 0.5 hour per response; and

(3) An advisory committee
membership background information
form, to be completed by candidates
nominated by certified organizations for
appointment to the Board. The
estimated number of respondents is 240
during the first year of the Order and 80
each year thereafter. Each respondent
would submit one response per year,
and the estimated average reporting
burden is 0.5 hour per response.

Background

The Act (7 U.S.C. 7101-7111)
provides for the establishment of a
coordinated program of promotion,
research, education, consumer
information, industry information, and
producer information designed to
strengthen the sheep industry’s position
in the marketplace, maintain and
expand existing markets and develop
new markets and uses for sheep and
sheep products.

The program would be funded by a
mandatory assessment on domestic
producers, feeders, and exporters of live
sheep and greasy wool of 1 cent per
pound on live sheep sold and 2 cents
per pound on greasy wool sold.
Importers would be assessed 1 cent per
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pound on live sheep, the equivalent of
1 cent per pound of live sheep for sheep
products as well as 2 cents per pound
of degreased wool or the equivalent of
degreased wool for wool and wool
products. Imported raw wool would be
exempt from assessments. Each person
who processes or causes to be processed
sheep and sheep products of his or her
own production, and who markets the
processed products, would be assessed
the equivalent of 1 cent per pound of
live sheep sold or 2 cents per pound of
greasy wool sold. All assessments may
be adjusted in accordance with the
applicable provisions of the Act.

The Board would be comprised of 85
sheep producers, 10 feeders and 25
importers. The duties and
responsibilities of the Board would be
specified in the Order.

The Act provides that the Secretary
shall certify or otherwise determine the
eligibility of producer, feeder and
importer organizations to nominate
members to the Board to ensure that
nominees represent the interests of
sheep producers, sheep feeders and
importers of sheep and sheep products.
The Act also provides that States that
are represented by only 1 producer
member may have an alternate producer
member appointed to the Board to
ensure representation at Board
meetings. Certification procedures are
set forth in this final rule. The
certification of sheep producer
organizations will be based on a factual
report containing information required
by the Act, including but not limited to
(1) the geographic territory covered by
the active membership of the
organization; (2) the nature and size of
the active membership of the
organization, including the proportion
of the total number of active producers
represented by the organization; (3)
evidence of stability and permanency of
the organization; (4) sources from which
the operating funds of the organization
are derived; (5) the functions of the
organization; and (6) the ability and
willingness of the organization to
further the aims and objectives of the
Act. A primary consideration in
determining eligibility shall be whether
the membership of the organization
consists primarily of producers who
own a substantial quantity of sheep and
an interest of the organization is in the
production of sheep.

The certification of feeder and
importer organizations will also be
based on a factual report containing
information required by the Act. The
criteria for determining eligibility for
certification are (1) that the
organization’s active membership
includes a significant number of feeders

or importers in relation to the total
membership of the organization; (2) that
there is evidence of stability and
permanency of the organization; and (3)
that the organization has a primary and
overriding interest in representing the
feeder or importer segment of the sheep
industry.

The Secretary will have the authority
to require verification of any
information submitted to determine the
eligibility to nominate persons for
membership on the Board.

Information obtained by the Secretary
will be kept confidential, except that the
Secretary can release general statements
based upon data obtained from a
number of organizations.

The proposed certification and
nomination rule was published on June
2, 1995, in the Federal Register (60 FR
28747) as part of the proposed Sheep
and Wool Promotion, Research,
Education Information Order with a
request for public comments to be
submitted by July 17, 1995. The
Department received four written
comments concerning the proposed
certification and nomination procedures
from individual sheep producers and
sheep feeders and an importer
organization. The commenters generally
supported the proposed rule with
certain qualifications. One commenter
specifically supported the certification
and nomination process as published on
June 2, 1995.

The substantive changes suggested by
commenters are discussed below. Also,
the Department has made other minor
changes of a nonsubstantive nature for
purposes of clarity and accuracy
including clarification of § 1280.403 (a)
and (b) by changing references to *‘State
producer organizations’ to read ‘“‘sheep
producer organizations.” For the
reader’s convenience, the discussion is
organized by topic heading of the final
rule.

Section 1280.403 Certification of
Eligibility

One commenter stated that the
requirements for importer certification
described in section 1280.403(c) in the
proposed rule would not permit
importer organizations to be certified,
because most importer organizations do
not include (1) * * *asignificant
number of importers in relation to the
total membership of the organization
* * *and (2) most organizations or
associations, would not meet the
requirement to have * * * a primary
and overriding interest in representing
the importer segment of the sheep
industry because of the diverse nature of
their membership. The commenter
suggests that the requirements be

clarified to permit any organization to
be certified as eligible to nominate
importers to the Board if it shows that
its membership includes importers of
sheep or sheep products who have an
interest in representing the importer
segment of the sheep industry. The Act
establishes the criteria for certifying
organizations as eligible to nominate
importers to the Board. The Department
will follow that criteria in certifying
organizations. If the Secretary does not
certify any importer organization, this
final rule permits the Secretary to use
alternative means to obtain importer
nominations for Board appointment.
Accordingly, we have not adopted this
suggestion.

One commenter suggested that section
1280.403(c)(1) in the proposed Order
should be clarified to ensure that only
sheep industry organizations that are
made up predominantly of feeders can
make feeder nominations. The Act
provides the criteria for the Secretary to
use in determining whether sheep
feeder organizations are eligible to
submit nominations for appointment to
the Board. The Act requires that (1) the
organization’s active membership
include a significant number of feeders
in relation to the total membership of
the organization; (2) there be evidence
of stability and permanency of the
organization; and (3) the organization
have a primary and overriding interest
in representing the feeder segment of
the sheep industry. The Department
believes that the commenter’s
suggestion would require an
organization to have a higher
concentration of feeders than the Act
requires in order to qualify for
certification and that this could reduce
the opportunity for some feeder
organizations to be certified.
Accordingly, we have not adopted this
suggestion.

Section 1280.409
Membership.

One commenter suggested that the
industry representatives on the Board be
elected by the members of each industry
segment rather than be appointed by the
Secretary, because the Secretary is
unfamiliar with the abilities of
individuals in the various industries.
The Act requires the Secretary to
appoint the Board. Furthermore, the
Department believes that the
certification and nomination process
would give the Secretary the
opportunity to appoint members who
best represent each industry segment
because certified organizations
comprised of members of those
segments will submit nominations for
appointment. The commenter also

Initial Board
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suggested that the Board should be
realigned based on the sheep humbers
in and contributions made by each
industry segment. The Act establishes
the membership of the Board, which
consists of 85 producers, 10 feeders and
25 importers. The Act does not
authorize realignment of the Board to be
based on sheep numbers or
contributions made by each industry
segment. Accordingly, we have not
adopted these suggestions.

In summary, this final rule adopts
provisions of the proposed rule with
only minor changes made for purposes
of clarity and accuracy.

Pursuant to 5 U.S.C. 553, it is also
found and determined that good cause
exists for not postponing the effective
date of this action until 30 days after
publication in the Federal Register
because (1) the Act requires
implementation of the Order if the
Order is approved by sheep and wool
industry; (2) the sheep and wool
industry approved the Order in the
February 6, 1996, referendum; (3) the
Secretary must appoint the initial Board
to administer the program. Because
these rules implement the certification
and nomination procedures for Board
appointments, this final rule should
become effective on the day following
the date of publication to permit the
Board to be appointed as quickly as
possible. Accordingly, no useful
purpose would be served in delaying
the effective date. Additionally, these
rules were published as part of a
proposed rule in the June 2, 1995,
Federal Register (60 FR 28747) and
interested persons were afforded a 30
day comment period on the proposed
certification and nomination
procedures. This final rule is effective
on the day following the date of
publication in the Federal Register.

List of Subjects in 7 CFR Part 1280

Administrative practice and
procedure, Advertising, Agricultural
research, Marketing agreements, Sheep
and sheep products, Reporting and
recordkeeping requirements.

For the reasons set forth in the
preamble, 7 CFR Part 1280 is amended
as follows:

PART 1280—SHEEP PROMOTION,
RESEARCH, AND INFORMATION

1. The authority citation for Part 1280
continues to read as follows:

Authority: 7 U.S.C. 7101-7111.

2. In Part 1280, Subpart C is added to
read as follows:

Subpart C—Procedures for Certification of
Organizations and Nominations of Sheep
Producers, Sheep Feeders and Importers of
Sheep and Sheep Products for Appointment
to the National Sheep Promotion, Research,
and Information Board

Sec.

1280.400 General.

1280.401 Definitions.

1280.402 Administration.

1280.403 Certification of eligibility.
1280.404 Application for certification.
1280.405 Review of certification.
1280.406 Notification of certification and

the listing of certified organizations.

1280.407 Solicitation of nominations for
appointment to the Board.

1280.408 Nominations of members for
appointment to the Board.

1280.409 Initial Board membership.

1280.410 Length of appointment to the
initial Board.

1280.411 Acceptance of appointment.

1280.412 Verification.

1280.413 Confidential treatment of
information.

1280.414 Paperwork Reduction Act
assigned number.

Subpart C—Procedures for
Certification of Organizations and
Nominations of Sheep Producers,
Sheep Feeders, and Importers of
Sheep and Sheep Products for
Appointment to the National Sheep
Promotion, Research, and Information
Board

§1280.400 General.

The Secretary shall determine which
organizations are certified as eligible to
nominate sheep producers and producer
alternates, sheep feeders, and importers
of sheep and sheep products (excluding
importers that import only raw wool),
for appointment to the Board. The
making and receiving of the
nominations shall be conducted in
accordance with this subpart and the
Order.

§1280.401 Definitions.

As used in this subpart:

(a) The term Act means the Sheep
Promotion, Research, and Information
Act of 1994, 7 U.S.C. 7101-7111, Public
Law 103-407, 108 Statute 4210, enacted
October 22, 1994, and any amendments
thereto.

(b) The term Board means the
National Sheep Promotion, Research,
and Information Board.

(c) The term carbonized wool means
wool that has been immersed in a bath,
usually of mineral acids or acid salts,
that destroys vegetable matter in the
wool, but does not affect the wool fibers.

(d) The term Department means the
U.S. Department of Agriculture.

(e) The term feeder means any person
who feeds lambs until the lambs reach
slaughter weight.

(f) The term importer means any
person who imports sheep or sheep
products into the United States.

(9) The term Livestock and Seed
Division means the Livestock and Seed
Division of the Department’s
Agricultural Marketing Service.

(h) The term National feeder
organization means any organization of
feeders that has been certified by the
Secretary pursuant to the Act and this
part as being eligible to submit
nominations for membership on the
Board.

(i) The term person means any
individual, group of individuals,
partnership, corporation, association,
cooperative, or any other legal entity.

(j) The term producer means any
person, other than a feeder, who owns
or acquires ownership of sheep.

(k) The term raw wool means greasy
wool, pulled wool, degreased wool, or
carbonized wool.

(I) The term Secretary means the
Secretary of Agriculture of the United
States or any officer or employee of the
Department to whom authority has been
delegated, or to whom authority may be
delegated to act in the Secretary’s stead.

(m) The term sheep means ovine
animals of any age, including lambs.

(n) The term sheep products means
products produced in whole or in part
from sheep, including wool and
products containing wool fiber.

(0) The term State means each of the
50 States.

(p) The term unit means each State,
group of States or class designation that
is represented on the Board.

(q) The term United States means the
50 States and the District of Columbia.

(r) The term wool means the fiber
from the fleece of a sheep.

(s) The term wool products means
products produced, in whole or in part,
from wool and products containing
wool fiber.

§1280.402 Administration.

The Livestock and Seed Division shall
have the responsibility of administering
the provisions of this subpart.

§1280.403 Certification of eligibility.

(a) Sheep producer organizations.
Requirements for certification. The
Secretary shall certify any sheep
producer organization that the Secretary
determines meets the criteria
established under paragraphs (a) and (b)
of this section to be eligible for
certification to nominate producer
members and alternate producer
members to the Board. Certification for
sheep producer organizations shall be
based upon:
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(1) The geographic territory covered
by the active membership of the
organization;

(2) The nature and size of the active
membership of the organization,
including the proportion of the total
number of active producers represented
by the organization;

(3) Evidence of stability and
permanency of the organization;

(4) Sources from which the operating
funds of the organization are derived;

(5) The functions of the organization;
and

(6) The ability and willingness of the
organization to further the aims and
objectives of the Act.

(b) Primary considerations. A primary
consideration in determining the
eligibility of a producer organization
under this paragraph shall be whether:

(1) The membership of the
organization consists primarily of
producers who own a substantial
quantity of sheep; and

(2) An interest of the organization is
in the production of sheep.

(c) Feeder and importer organizations.
Requirements for certification. The
Secretary shall certify any national
feeder organization and qualified
importer organization that the Secretary
determines meets the following criteria
as eligible to nominate feeders or
importers to the Board:

(1) The organization’s active
membership includes a significant
number of feeders or importers in
relation to the total membership of the
organization;

(2) There is evidence of stability and
permanency of the organization; and

(3) The organization has a primary
and overriding interest in representing
the feeder or importer segment of the
sheep industry.

(d) The Secretary may also consider
additional information that the
Secretary deems relevant and
appropriate. The Secretary’s
determination as to eligibility shall be
final.

§1280.404 Application for certification.

Any organization that meets the
eligibility criteria for certification
specified in § 1280.403 is entitled to
apply to the Secretary for certification of
eligibility to nominate sheep producers,
sheep feeders, or importers of sheep and
sheep products for appointment to the
Board. The Secretary may require third-
party verification of information
submitted by organizations, in
determining their eligibility. To apply,
an organization must submit a
completed “Application for
Certification of Organization” form.
Copies may be obtained from the

Livestock and Seed Division; AMS—
USDA, Room 2606-S; P.O. Box 96456;
Washington, D.C. 20090-6456.
(Telephone: 202/720-1115)

§1280.405 Review of certification.

The Secretary may terminate or
suspend certification or eligibility of
any organization or association if it
ceases to comply with the certification
or eligibility criteria set forth in this
subpart. The Secretary may require
additional information in order to
ascertain whether the organization may
remain certified or eligible to make
nominations, and may require third-
party verification of information
submitted by organizations in
determining their eligibility to continue
making nominations.

§1280.406 Notification of certification and
the listing of certified organizations.

Organizations shall be notified in
writing whether they are eligible to
nominate sheep producers, feeders, or
importers as members to the Board or
not. A copy of the certification or
eligibility determination shall be
furnished to certified organizations.
Copies shall also be available for
inspection in the Livestock and Seed
Division.

§1280.407 Solicitation of nominations for
appointment to the Board.

In general, as soon as practicable after
this subpart becomes operational, the
Secretary shall solicit and obtain
nominations for appointment to the
initial Board from certified producer,
feeder, and importer organizations.

(a) Initially established board. (1)
Producer and alternate nominations.
The Secretary shall solicit from
organizations certified under § 1280.403
(a) and (b) nominations for each
producer or alternate member seat on
the initially established Board to which
a unit is entitled. If no such organization
exists, the Secretary shall solicit
nominations for appointments in such
manner as the Secretary determines
appropriate.

(2) Feeder and importer nominations.
The Secretary shall solicit, from
organizations certified under
§1280.403(c), nominations for each
feeder or importer member on the
initially established Board to which a
unit is entitled. If no such organization
exists, the Secretary shall solicit
nominations for appointment in such
manner as the Secretary determines is
appropriate.

(b) [Reserved]

§1280.408 Nomination of members for
appointment to the Board.

(a) In general. All nominations to the
Board shall be made in the following
manner:

(1) Producers. The Secretary shall
appoint sheep producer and alternate
members to represent units as specified
under §1280.409 (a) and (b) of this
subpart, from nominations submitted by
organizations certified under
§1280.403. A certified organization may
only submit nominations for producer
representatives and alternates, if
appropriate, from the membership of the
organization for the unit in which the
organization operates. To be represented
on the Board, each certified organization
must submit to the Secretary at least 1.5
nominations for each seat on the Board
for which the unit is entitled to
representation. If a unit is entitled to
only one seat on the Board, the unit
shall submit at least two nominations
for the appointment. If a producer
member and a producer alternate
member are to be appointed to represent
the unit, at least three nominations must
be submitted for the two positions.

(2) Feeders. The Secretary shall
appoint representatives of the feeder
sheep industry to seats established
under §1280.409(c), from nominations
submitted by qualified national
organizations certified under §1280.403
that represent the feeder sheep industry.
To be represented on the Board, the
industry shall provide at least 1.5
nominations for each appointment to
the Board for which the feeder sheep
industry is entitled to representation.

(3) Importers. The Secretary shall
appoint importers to seats established
under §1280.409(d) from nominations
submitted by qualified organizations
certified under § 1280.403 that represent
importers of sheep and sheep products.
To be represented on the Board, the
industry shall provide at least 1.5
nominations for each appointment to
the Board for which importers are
entitled to representation.

(4) After the establishment of the
initial Board, the Department shall
announce when a vacancy does or will
exist. The Secretary will solicit
nominations for subsequent
appointments, and the Board will secure
the nominations from certified producer
organizations. Certified feeder and
importer organizations shall submit the
names of feeder and importer nominees
directly to the Secretary. Nominations
should be initiated not less than 6
months before the expiration of the
terms of the members whose terms are
expiring, in the manner described in
this section. In the case of vacancies
caused by the death, removal,
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resignation, or disqualification of any
member of the Board, the Secretary will
appoint a successor from the most
recent list of nominations for the
position, from nominations submitted
by the Board for producers or from
certified feeder or importer
organizations, for feeders and importers.

(5) Where there is more than one
eligible organization that represents
producers in a State or unit, or
represents feeders, or importers, they
may caucus and jointly nominate
qualified persons for each position
representing that State or unit on the
Board for which a producer, feeder or
importer member is to be appointed. If
they cannot agree on any such
nominations, or if no caucus is held,
each eligible producer, feeder or
importer organization may submit to the
Secretary nominations for each seat on
the Board for which the unit is entitled
to representation. If a unit is entitled to
only one seat on the Board, the unit
shall submit at least two nominations
for the appointment to represent that
unit.

(6) Nominations should be submitted
in order of preference and, for the initial
Board, in order of preference for
staggered terms. If the Secretary rejects
any nominations submitted and there
are insufficient nominations submitted
from which appointments can be made,
the Secretary may request additional
nominations under paragraphs (a), (b),
or (c) of this section.

(b) Official nomination forms. A
“Nomination for Appointment to the
National Sheep Promotion, Research,
and Information Board’ must be used to
nominate producers, feeders, or
importers for appointment to the Board.
An “Advisory Committee Membership
Background Information’ form must be
completed by each nominee listed on
the “Nomination for Appointment to the
National Sheep Promotion, Research,
and Information Board’ form and must
be attached to that form. Official
nomination forms and additional
information on nhominations are
available from the Marketing Programs
Branch; Livestock and Seed Division;
AMS-USDA, Room 2606-S; P.O. Box
96456; Washington, D.C. 20090-6456
(Telephone: 202/720-1115).

(c) The Secretary may reject any
nomination submitted under paragraph
(a) of this section. If there are
insufficient nominations from which to
appoint members to the Board because
the Secretary rejected the nominations
submitted by a State or unit, the State
or unit shall submit additional
nominations, as provided in paragraph
(a) of this section.

§1280.409 Initial Board membership.

(a) Base membership. The number of
producer members appointed to the
Board from each State or unit shall be
allocated.

Alabama 1; Alaska 1; Arizona 1;
Arkansas 1; California 5; Colorado 4;
Connecticut 1; Delaware 1; Florida 1;
Georgia 1; Hawaii 1; Idaho 2; Illinois 1;
Indiana 1; lowa 2; Kansas 1; Kentucky
1; Louisiana 1; Maine 1; Maryland 1;
Massachusetts 1; Michigan 1; Minnesota
2; Mississippi 1; Missouri 1; Montana 5;
Nebraska 1; Nevada 1; New Hampshire
1; New Jersey 1; New Mexico 2; New
York 1; North Carolina 1; North Dakota
2; Ohio 1; Oklahoma 1; Oregon 2;
Pennsylvania 1; Rhode Island 1; South
Carolina 1; South Dakota 4; Tennessee
1; Texas 10; Utah 3; Vermont 1; Virginia
1; Washington 1; West Virginia 1;
Wisconsin 1; and Wyoming 5.

(b) Alternate members. A unit
represented by only one producer
member may have an alternate producer
member appointed to ensure
representation at meetings of the Board.

(c) Feeders. The feeder sheep industry
shall be represented by ten members.

(d) Importers. Importers shall be
represented by 25 members.

§1280.410 Length of appointment to the
initial Board.

When the Secretary appoints the
members to the initial Board, the
Secretary shall also specify the term of
office for each member. To the extent
practicable, one-third of the members
shall serve for one year, one-third shall
serve for two years, and one-third shall
serve for three years. No person may
serve more than two consecutive three
year terms, except that elected officers
shall not be subject to the term
limitation while they hold office.

§1280.411 Acceptance of appointment.

Producers, feeders and importers
nominated to the Board must confirm in
writing their intention to serve if
appointed, to disclose any relationship
with any organization that operates a
qualified State or regional program or
has a contractual relationship with the
Board and to withdraw from
participation in deliberations, decision-
making, or voting on matters that
concern such disclosed relationships.

§1280.412 Verification.

The Secretary shall have the right to
examine at any time the books,
documents, papers, records, files, and
facilities of nominating units as the
Secretary deems necessary to verify the
information submitted and to procure
such other information as may be
required to determine whether the unit

is eligible to nominate sheep producers,
feeders, or importers for appointment to
the Board.

§1280.413 Confidential treatment of
information.

All documents submitted in
accordance with this subpart shall be
kept confidential by all employees of
the Department. Nothing in this section
shall be deemed to prohibit the
disclosure of such information so
furnished or acquired as the Secretary
deems relevant and then only in the
issuance of general statements based
upon the reports of a number of persons
subject to the Order or statistical data
collected therefrom, when such a
statement or data does not identify the
information furnished by any one
person.

§1280.414 Paperwork Reduction Act
assigned number.

The control number assigned to the
information collection requirements in
part 1280 by OMB pursuant to the
Paperwork Reduction Act of 1980 is
OMB 0581-0093.

Dated: May 2, 1996.

Lon Hatamiya,

Administrator.

[FR Doc. 9611532 Filed 5-8-96; 8:45 am]
BILLING CODE 3410-02-P

7 CFR Part 1280
[No. LS-95-010]
Sheep Promotion Research, and

Information Program: Rules and
Regulations

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

SUMMARY: This final rule implements
provisions of a Sheep and Wool
Promotion, Research, Education, and
Information Order (Order), which will
establish a national, industry-funded
sheep and wool promotion, research,
and information program. This final rule
establishes the collection and
remittance process, puts into effect the
reporting requirements, identifies and
establishes the Harmonized Tariff
Schedule (HTS) classification numbers,
conversion factors, and assessment rates
for imported sheep, sheep meat, wool,
and wool products subject to
assessment, establishes procedures for
calculating, collecting, and remitting
assessments on imported sheep, sheep
meat, wool, and wool products and
establishes the basis for excluding
certain imported sheep and sheep
products from assessment. Because the
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Sheep Promotion, Research, and
Information Act of 1994 (Act) provides
that imported raw wool will be
exempted from the collecting
provisions, imported raw wool is not
subject to assessment.

EFFECTIVE DATE: This final rule will
become effective July 1, 1996.

FOR FURTHER INFORMATION CONTACT:
Ralph L. Tapp, Chief; Marketing
Programs Branch; Livestock and Seed
Division; Agricultural Marketing Service
(AMS), USDA, Room 2606-S; P.O. Box
96456; Washington, DC 20090-6456,
telephone number 202/720-1115.
SUPPLEMENTARY INFORMATION: Prior
document in this proceeding: Proposed
Rule—Sheep Promotion and Research
Program: Rules and Regulations—60
Federal Register (FR) 51737 (October 3,
1995).

Regulatory Impact Analysis

Executive Orders 12866 and 12778 and
the Regulatory Flexibility Act

This final rule has been determined to
be not significant for purposes of
Executive Order 12866 and therefore
has not been reviewed by the Office of
Management and Budget (OMB).

This final rule has been reviewed
under Executive Order 12778, Civil
Justice Reform. It is not intended to
have a retroactive effect. This rule will
not preempt any State or local laws,
regulations, or policies unless they
present an irreconcilable conflict with
this rule.

The Act provides that any person
subject to the Order may file with the
Secretary a petition stating that the
Order, any provision of the Order, or
any obligation imposed in connection
with the Order is not in accordance with
the law, and requesting a modification
of the Order or an exemption from
certain provisions or obligations of the
Order. The petitioner will have the
opportunity for a hearing on the
petition. Thereafter, the Secretary will
issue a decision on the petition. The Act
provides that the district court of the
United States in any district in which
the petitioner resides or carries on
business has jurisdiction to review the
Secretary’s decision, if the petitioner
files a complaint for that purpose not
later than 20 days after the date of the
entry of the Secretary’s decision. The
petitioner must exhaust his or her
administrative remedies before he or she
can initiate any such proceeding in the
district court.

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.), AMS has considered
the economic impact of this final action
on small entities. The purpose of RFA

is to fit regulatory actions to the scale of
businesses subject to such actions in
order that small businesses will not be
unduly burdened.

There are an estimated 87,350
domestic sheep producers and feeders
and an estimated 700 remittance
persons who will be subject to the rules
and regulations issued pursuant to the
Order. There are also an estimated 9,000
importers who will become subject to
these rules and regulations. Nearly
every sheep producer, feeder, and
importer will be classified as a small
business under the criteria established
by the Small Business Administration
(13 CFR §121.601).

The Act provides for the
establishment of a coordinated program
of promotion and research designed to
strengthen the sheep industry’s position
in the marketplace and to maintain and
expand foreign and domestic markets
and uses for sheep and sheep products.
This program will be financed by
assessments on domestic and imported
sheep and sheep products which
includes wool and wool products.
Pursuant to the Act, an Order approved
in referendum was published on May 2,
1996, in the Federal Register (XX FR
XXXXX). The final Order became
effective on May 3, 1996, except for
provisions concerning assessments.
Those Order provisions become
effective July 1, 1996.

This final rule establishes the
collection and remittance process, puts
into effect the reporting requirements of
an Order, identifies and establishes HTS
classification numbers, conversion
factors, and assessment rates for
imported sheep and sheep products
(sheep meat, wool, and wood products)
subject to the assessment, establishes
procedures for calculating, collecting,
and remitting assessments on imported
sheep, sheep meat, wool, and wool
products and establishes the basis for
excluding certain imported sheep and
sheep products from assessment.
Because the Act exempts imported raw
wool from the collecting provisions,
imported raw wool is not a subject to
assessment.

This final rule will implement
applicable Order provisions in the
manner provided therein. Accordingly,
the Administrator of AMS has
determined that this rule will not have
a significant economic impact on a
substantial number of small entities.

Paperwork Reduction

In accordance with the Paperwork
Reduction Act of 1980 (44 U.S.C.
Chapter 35), OMB has approved the
information collection and
recordkeeping requirements contained

in Part 1280 for domestic producers,
feeders, handlers, and processors of
sheep and wool, and assigned control
number 0581-0093.

Based on comparable research and
promotion programs, it should require
approximately 0.5 hours per response
for producers, feeders, handlers, and
persons other than the person making
payment to the producer, feeder, or
handler, to complete a reporting form on
a monthly basis.

For importers, the Department of
Agriculture (Department) intends to rely
to a great extent on records maintained
by the U.S. Customs Service (Customs)
and by importers under Customs’s
requirements for its administration and
enforcement of the provisions of the
final regulations.

Any person subject to the assessment,
collection, and remittance provisions of
the Act and the Order would be
expected to maintain and make
available to the Secretary such books
and records as necessary to carry out the
provisions of the Order and these
regulations. Such books and records
must be maintained for at least 2 years
beyond the fiscal period of their
applicability.

Background

The Act (7 U.S.C. 7101-7111) enacted
on October 22, 1994, authorizes the
Secretary to establish a national sheep
and wool promotion, research,
education, and information program
designed to strengthen the sheep
industry’s position in the marketplace,
to maintain and expand existing
domestic and foreign markets and uses
for sheep and sheep products and to
develop new markets and uses for sheep
and sheep products. The program will
be funded by assessments on domestic
sheep producers, sheep feeders, and
exporters of live sheep and greasy wool
of 1 cent per pound on live sheep sold
and 2 cents per pound on greasy wool
sold. Importers will be assessed 1 cent
per pound on live sheep imported and
the equivalent of 1 cent per pound of
live sheep for sheep products imported
as well as 2 cents per pound of
degreased wool or the equivalent of
degreased wool for wool and wool
products imported. Imported raw wool
will be exempt from assessments. Each
person who processes or causes to be
processed sheep or sheep products of
that person’s own production and
markets the processed products will be
assessed the equivalent of 1 cent per
pound of live sheep sold or 2 cents per
pound of greasy wool sold. All
assessment rates may be adjusted in
accordance with applicable provisions
of the Act.
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The Order requires that each person
who makes payment to a sheep
producer, feeder, or handler of sheep or
sheep products be a collecting person
who collects the assessment from the
producer, feeder, or handler of sheep or
sheep products and passes the collected
assessment on to the subsequent
purchaser pursuant to the Act. Any
person who buys domestic live sheep or
greasy wool for processing must collect
the assessment from the producer,
feeder, or handler and remit it to the
National Sheep Promotion, Research,
and Information Board (Board). Any
person who processes or causes to be
processed sheep or sheep products of
the person’s own production and
markets the processed products is
required to pay an assessment and to
remit that assessment to the Board. Any
person who exports live sheep or greasy
wool is required to pay an assessment
and to remit it to the Board at the time
of export. Finally, each person who
imports sheep and sheep products,
other than imported raw wool, is
required to pay an assessment. Customs
will collect the assessments on imported
sheep and sheep products upon
importation and forward them to AMS
for disbursement to the Board.

The Order further defines a collecting
person as any person who is responsible
for collecting an assessment pursuant to
the Act, the Order, and these
regulations, including processors and
any other persons who are required to
remit assessments to the Board, except
that a collecting person who is a market
agency, i.e., commission merchant,
auction market, or livestock market in
the business of receiving such sheep or
sheep products for sale on commission
for or on behalf of a producer or feeder,
shall pass the collected assessment on to
the subsequent purchaser pursuant to
the Act, the Order and these regulations.

For the purposes of the collection of
assessments on imported sheep and

sheep products by Customs, the
Harmonized Tariff Schedule (HTS)
classification numbers published by the
United States International Trade
Commission (USITC) will be used to
identify imported sheep and sheep
products that are subject to the
assessment. The HTS classification
system identifies each category of
imported sheep, sheep meat, wool, and
products that contain wool fiber by a 10-
digit classification number and provides
a brief description of the imported
product that corresponds to the various
classification numbers. Additionally,
the HTS classification number may be
further divided into multiple fiber
categories for products that contain a
blend of fibers.

In determining which HTS
classification numbers are assessed
under this final rule, the Department’s
primary objectives were to meet the
intent of the Act by maximizing
participation of imported sheep, sheep
meat, wool, and wool products in the
assessment collection provisions of the
Act and to minimize the burden of
administering those provisions. To
make certain these objectives would be
met, the Department reviewed 5 years,
1989-1993, of historical import data for
sheep, sheep meat, wool and products
containing wool fibers from the Bureau
of Census of the U.S. Department of
Commerce. These data are available on
CD-ROM, entitled ““International
Harmonized System Commodity
Classification by Country by Customs
District.” The Department analyzed the
total volume of imported sheep, sheep
meat, wool, and wool products subject
to the assessment by identifying the
HTS classification numbers and
corresponding conversion factors.

The Department identified over 700
HTS classification numbers during a
review of the import library published
by the Department’s Economic Research
Service (ERS). The Department has

determined that of the approximately
700 HTS classification numbers, slightly
more than 600 are considered active or
potentially subject to assessment. These
numbers are continually updated,
deleted, or expanded, thereby
eliminating existing HTS categories or
creating new ones. Based on the
projected revenue for imported sheep
and sheep products, from the slightly
more than 600 active HTS classification
numbers for sheep and sheep products,
the Department identified in the
October 3, 1995, Federal Register (60 FR
51737) 340 HTS classification numbers
that account for over 99 percent of the
total projected import revenues.
Accordingly, the Department has
limited the collection of assessments to
this lower level, thereby not including
a significant number of low-volume
HTS categories.

Limiting the number of imported
sheep and sheep products that would be
subject to assessments would reduce the
administrative cost and burden on
Customs and importers, and would
reduce administrative costs to the
Board, while allowing the Board to
collect the vast majority of potential
import assessments consistent with the
Act.

The USITC recently published an
updated list of all of the HTS
classification numbers. Some HTS
classification numbers published in the
October 3, 1995, proposed rule have
been changed and one has been divided
into two numbers. In light of the recent
update, the Department has expanded
the HTS classification numbers that will
be subject to the assessment from 340,
as initially proposed, to 341. Therefore,
the following revisions to Table I,
Imported Sheep and Sheep Products
Assessment Table, used in the sheep
and wool promotion, research and
information program were necessary:

Old number New number Comment

5703100000 5703100020 | Use same conversion factor.
5703100080 Do.

5705002010 5705002005 Do.

6104591000 6104591005 Do.

6115199020 6115198020 Do.

6115932910 6115939010 Do.

6204693020 6204696020 Do.

Because import assessments are based
on a live-weight equivalent for imported
sheep meat and degreased wool, or its
equivalent for wool and wool products,
the Department has decided to use
conversion factors developed and
published by ERS to convert imported

sheep products to the required live-
weight equivalents, degreased wool, or
degreased wool equivalents, to
determine the amount of assessment
due on each HTS category upon
importation. These conversion factors
are available for the over 700 HTS

classification numbers and are updated
and maintained as an import library. For
sheep meat, these conversion factors
take into account removal of bone,
weight lost in processing or cooking,
and the nonsheep components of the
sheep products. For wool and products
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containing wool fibers, these conversion
factors take into account fiber loss
during processing, fabric trim loss, and
cutting loss for wool, and other non-
sheep components of wool and wool
products. The Department has decided
to use these conversion factors for
calculating the assessment because
calculating carcass equivalents and
wool content for each individual
product before entry would be both
costly and impractical.

The factors for calculating the
assessment on imported sheep, sheep
meat, wool, and products containing
wool fiber include the (1) HTS
classification number, (2) conversion
factor, (3) assessment rate as established
under the Act, and (4) dressing
percentage. Based on a 9-year average,
1980-1989, the average dressing
percentage for sheep in the United
States is 50.2 percent, as published by
ERS in the 1992 edition of Conversion
Factors, Weights and Measures of
Agricultural Commodities and Their
Products.

Imported live sheep require no
conversion because each animal will be
assessed based on its live weight.

Examples of calculating the
assessment on sheep, sheep meat, wool,
and products containing wool fibers are
as follows:

Example |
Live Sheep

To calculate the assessment for live
sheep, an importer would multiply the
total weight of imported live sheep by
1 cent per pound. The following
example illustrates a typical calculation
for imported live sheep:

HTS 0104100000, Live

sheep:

Live Weight .................... 125 Ibs

Assessment rate .............. x  $0.01/Ib
Assessment .............. $1.25

Examples Il and Il
Sheep Meat

To calculate the assessment for
imported sheep meat, an importer
would (1) multiply the total weight of
imported sheep meat by the conversion
to determine the total carcass weight
equivalent, then (2) divide the total
carcass weight equivalent by 50.2
percent to calculate the live animal
equivalent, and (3) multiply the live
animal equivalent by 1 cent per pound.
The following examples illustrate two
typical sheep meat calculations:

1. Sheep Meat (Bone-in)

HTS 0204100000, Car-
casses and half car-
casses of lamb, fresh

or chilled:

Net Weight .................. 1,000 Ibs

Conversion factor ....... x 1.00

Carcass weight equiv- = 1,000 Ibs

alent.

Average dressing per- + 50.2

cent.

Live weight equiva- = 1,992.03 lbs

lent.

Assessment rate .......... x $0.01 Ib
Assessment ........c.ccoeeeee $19.92
2. Sheep Meat (Boneless)

HTS 0204232000,

Boneless lamb:

Net Weight .................. 1,000 Ibs

Conversion factor ....... x 152

Carcass weight equiv- = 1,520 Ibs

alent.

Average dressing per- + 50.2

cent.

Live weight equiva- = 3,027.89 lbs

lent.

Assessment rate .......... x  $0.01/Ib.

Assessment .......... $30.28
Example IV

Wool Products

To calculate the assessment for
imported wool and wool products, an
importer would (1) multiply the total
weight of wool or wool products
imported under each HTS number by
the corresponding conversion factor,
and (2) multiply the raw clean wool
content by the assessment rate. The
following example illustrates a typical
calculation:

HTS 6201110010, Mens’ or
boys’ overcoats of wool
or fine animal hair:

Net Weight ...........ccccooee 2,000 Ibs
Conversion factor ........... x 1.0199
Clean wool content ........ = 2,039.8
Assessment rate .............. x $0I.l())sé/ Ib
Assessment .............. $40.80

A table in this regulation lists the
applicable HTS classification numbers
representing imported sheep, sheep
meat, wool, and products containing
wool fibers subject to assessment, the
corresponding conversion factors and
the assessment rate per pound and per
kilogram for each product, except in the
case of imported raw wool, which is
exempt from assessment.

This final rule sets forth the collection
and remittance process, puts into effect
the reporting requirements, identifies
and establishes the Harmonized Tariff
Schedule (HTS) classification numbers,
conversion factors, and assessment rates
for imported sheep, sheep meat, wool,
and wool products subject to
assessment, establishes procedures for
calculating, collecting, and remitting
assessments on imported sheep, sheep
meat, wool, and wool products and
establishes that basis for excluding
certain imported sheep and sheep
products from assessment.

The proposed rule was published in
the October 3, 1995, Federal Register
(60 FR 51737) with a request for
comments to be submitted by November
2, 1995. The Department received five
written comments concerning the
proposed rules and regulations from
individual sheep producers and feeders,
and producer and importer
organizations. All comments were filed
on time. The commenters generally
supported the proposed rule with
certain qualifications.

The substantive changes suggested by
commenters are discussed below,
together with a description of further
changes made by the Department. Also,
the Department has made other minor
changes of a non-substantive nature for
purposes of clarity and accuracy. For
the reader’s convenience, the discussion
is organized by topic heading of the
proposed rule.

§1280.312 Assessments on imported
sheep and sheep products.

One commenter suggested that the
term “‘raw wool”’ is too generalized and
questioned why imported raw wool is
exempt from assessment. The Act
defines “‘raw wool’ as greasy wool,
pulled wool, degreased wool, or
carbonized wool. Thus, the definition of
raw wool in this final rule is consistent
with the definition in the Act.
Additionally, the Act specifically
exempts imported raw wood from
assessment.

One commenter questioned the
proposed rule’s exemption from
assessment of over 300 HTS
classification numbers that account for
less than 1 percent of total imports. The
commenter believes that all imports
should be assessed and that the low
volume of imports and the high cost of
administering the collecting program are
not sufficient reasons to exempt HTS
classification numbers from assessment.
This final rule identifies 341 HTS
classification numbers for sheep and
sheep products subject to assessments
collected by Customs. The Act provides
that the Secretary may issue regulations
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that exclude certain de minimis content
levels of sheep and sheep products and
waive assessments. Consistent with this
provision, the Department has
determined that the annual volume of
sheep and sheep products represented
by each of the 360 HTS classification
numbers that are not subject to
assessment are likely to be insufficient
to fully cover the collection,
compliance, and administrative costs
associated with these HTS classification
numbers. However, the Department
plans to review periodically the volume
of sheep and sheep products imported
under all HTS classification numbers,
including those not subject to
assessment, to determine which HTS
classification numbers should be subject
to assessment as identified in Table | in
§1280.312. Accordingly, we have not
adopted this suggestion.

Two commenters suggested that
§1280.312(d) of this section be deleted
because the language in the Act does not
authorize an exemption from
assessments for imported sheep or
sheep products that are not subject to an
import duty. Furthermore, the
commenters believe that the Act does
not provide for reimbursement of
assessments collected on imports that
are not subject to an import duty.
Additionally, the commenters feel that
Customs is directed by the Congress to
collect the assessment whether or not
there is an import duty. The intent of
the language proposed by the
Department in § 1280.312(d) was to
provide for reimbursement of
assessments on imported sheep and
sheep products because of collection
errors and in cases where assessments
were collected on imported sheep and
sheep products that were denied entry
or were determined to be a pass-through
because the imported products did not
enter the stream of commerce of the
United States. Upon further review of
this matter, including the comments
received and review of similar research
and promotion programs, the
Department now believes that
reimbursement in such cases should be
determined by the Board on a case-by-
case basis. Accordingly, the Department
has deleted that portion of § 1280.312(d)
in this final rule, which provided for
reimbursement of a assessments for
duty-free products.

During the comment period on the
proposed Order (60 FR 28747), some
commenters expressed concern about
the collection of multiple assessments
on wool or wool products imported into
the United States that had been
previously exported to other countries
for further processing (i.e., weaving,
cutting and/or assembly). The

commenters suggested that a drawback
or refund of the assessment should be
authorized if multiple assessments are
collected. The Department noted in the
proposed Order that it would address
these concerns in this action. As
previously explained, the Act requires
that Customs collect an assessment on
all imported sheep and sheep products.
The only provisions in the Act for the
exclusion of imported sheep and sheep
products from assessments are (1) the
provision for waiving assessments on
imported sheep and sheep products that
contain de minimis amounts of sheep
and sheep products, and (2) the
provision exempting imported raw
wool. Accordingly, this suggestion is
not adopted.

One commenter identified nine sets of
HTS classification numbers and
corresponding conversion factors that
should be reviewed by the agency for
accuracy and correction:

1. The conversion factor
corresponding to HTS classification
number 5703100000 was incorrect and
should read 0.7933. We agree and we
have determined that conversion factor
0.7993 should read 0.7933. Accordingly,
we have adopted this change and it is
reflected in Table | under § 1280.312.

2. The HTS classification number
5810991000 was incorrect and should
read 5810990010. We reviewed the ERS
import library and USITC 1995 HTS
publication and determined that the
HTS classification number 5810991000
was correct as published in the
proposed rule. Accordingly, we have
not adopted this suggestion.

3. The HTS classification number
6104591000 was incorrect and should
read 6104591005. We agree and we have
determined that HTS classification
number 6104591000 should read
6104591005. Accordingly, we have
adopted this change and it is reflected
in Table | under §1280.312.

4. The conversion factor
corresponding to HTS classification
number 6110909028 was incorrect and
should read 0.6433. We agree and we
have determined that conversion factor
0.5790 should read 0.6433. Accordingly,
we have adopted this change and it is
reflected in Table | under § 1280.312.

5. The HTS classification number
6115199020 was incorrect and should
read 6115190020. We reviewed the ERS
import library and USITC 1995 HTS
publication and determined HTS
classification number 6115199020 was
correct as published in the proposed
rule. Accordingly, we have not adopted
this suggestion.

6. The conversion factor
corresponding to HTS classification
number 6203331050 was incorrect and

should read 0.5672. We agree and we
have determined that conversion factor
0.4767 should read 0.5672. Accordingly,
we have adopted this change and it is
reflected in Table | under §1280.312.

7. The conversion factor
corresponding to HTS classification
number 6203410510 was incorrect and
should read 1.0083. We agree and we
have determined that conversion factor
0.9859 should read 1.0083. Accordingly,
we have adopted this change and it is
reflected in Table | under §1280.312.

8. The conversion factor
corresponding to HTS classification
number 6203410520 was incorrect and
should read 1.0083. We agree and we
have determined that conversion factor
0.9859 should read 1.0083. Accordingly,
we have adopted this change and it is
reflected in Table | under §1280.312.

9. The conversion factor
corresponding to HTS classification
number 6204693020 was incorrect and
should read 0.5425. We agree and we
have determined that conversion factor
0.6029 should read 0.5425. Accordingly,
we have adopted this change and it is
reflected in Table | under §1280.312.

In addition, the Department found a
typographical error in the dollar-per-
pound assessment rate for HTS
classification number 0204434000
under the heading Sheep Meat. The
correct assessment rate should read
0.030279 dollars per pound, not
30.030279 dollars per pound.
Accordingly, we have amended Table |
under §1280.312.

One commenter suggested that the
layout of the chart is confusing and
could lead to misinterpretation by those
responsible for collection of the
imported wool assessment. The
commenter contends that the inclusion
of ““‘converted” ‘‘assessment rates’ or
“‘amounts” on the net weight of each
HTS classification number implies that
there is a rate of assessment other than
the flat 2 cents per pound of clean
weight. Additionally, the commenter
suggests that the *‘converted”
assessments be either deleted entirely
from the chart or changed so as to
clarify that the corresponding
assessment amounts are based on net
weight and are not intended as
substitutes for the 2 cents per pound
assessment on clean weight equivalent
(degreased wool). The Act provides that
importers importing sheep and wool
products into the United States pay an
assessment in the manner prescribed by
the Order and that such assessment
shall be collected by Customs. The
information in Table | is based on 1 cent
per pound for sheep meat and 2 cents
per pound for wool and wool products.
The explanation of the method of
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calculation for the per-pound or per-
kilogram assessment amounts are
described in the Supplementary
Information section, which explains that
the assessment rates listed in Table | for
each HTS classification number for
sheep meat are based on the equivalent
of 1 cent per pound of live sheep and

2 cents per pound of degreased wool, or
the equivalent of degreased wool for
wool and wool products. Additionally,
the assessment amounts listed for each
HTS classification number subject to
assessment will assist customs in
developing its data processing program
that automatically collects and records
the total assessment due on imported
sheep products subject to assessment.
Customs has had over 10 years of
experience collecting such assessments
for a variety of similar commodity
promotion and research programs, and
is prepared to use the information
contained in Table I of this final rule.
Accordingly, no change is made to
Table I.

One commenter suggested that the
first fourteen wool and wool products
HTS classification numbers and
corresponding conversion factors be
reviewed for accuracy. Each HTS
classification number and
corresponding conversion factor
corresponds with a stage of processing
prior to weaving. The commenter
believes that the conversion factors do
not accurately reflect the losses that
occur at each stage of processing.
Further, the commenter believes that (1)
stage one, carding, has a loss of about
2 percent, (2) stage two, top production,
has a loss of about 6 percent, and (3)
stage three, spinning wool into yarn, has
a loss of about 8 percent. Additionally,
the commenter believes that the
conversion factors indicate that yarn
spinning losses at stage three are less
than top-making losses at stage two. The
same commenter also suggested that the
conversion factors be reduced by 4.3
percent because the conversion factors
that appear in these proposed rules and
regulations (60 FR 51737) are 4.3
percent higher than those published in
conjunction with the proposed
referendum rule (60 FR 40313). The
commenter recognizes that some of the
conversion factors may have needed
adjustments. However, the commenter
believes that a 4.3 percent adjustment
for all wool and wool products cannot
be justified. Furthermore, the
commenter states that there has not
been an increase in the amount of wool
needed to produce wool products, and
even if there had been it would not be
exactly 4.3 percent.

The conversion factors listed in Table
I are based on information provided to

ERS by the largest wool top makers in
the United States. ERS used that data to
make adjustments to the 1994
conversion factors for HTS numbers
listed in Table I. ERS has again
reviewed the 14 HTS classification
numbers and corresponding conversion
factors that the commenter questioned.
The Department has concluded that
because these 14 conversion factors
reflect data obtained from the largest
wool top makers in the United States,
no changes will be made to them at this
time. In response to the commenter’s
question concerning the 4.3 percent
increase from the conversion factors
published in the proposed referendum
rules (60 FR 40313) to the conversion
factors published in the proposed rules
and regulations (60 FR 51737), the
conversion factors in the proposed
referendum rules were based on data
obtained by ERS as of 1994. The
representative period to determine voter
eligibility and volume of production
was 1994.

§1280.314 Remittance persons for the
purposes of remitting assessments.

One commenter believes that the
language in § 1280.314(b), which says
that ““‘each person processing sheep of
that persons own production will also
pay an assessment,” means that each
“person” will be a ‘“‘remittance person.”
The commenter also questions the
language on page 51737 of the proposed
rule that says “‘there are an estimated
87,350 sheep operations and an
estimated 700 remittance persons who
would be subject to the rules and
regulations issued pursuant to the
Order.

The Act provides that any person who
processes or causes to be processed
sheep or sheep products of that person’s
own production and who markets such
products must pay an assessment on the
sheep and sheep products at the time of
sale at a rate equivalent to the rate
provided for in the Act, and must remit
such assessment to the Board in a
manner prescribed by the Order.
Although the number of producers and
remitting persons is estimated based on
data available to the Department, the
Department estimates that the number
of producers who process and market
their own products is relatively small.
Several similar commodity research and
promotion programs have similar
provisions for persons who process and
market products of their own
production and, based on the
Department’s experience with these
other programs, such persons represent
only a small percentage of the total
number of remitting persons. Therefore,
the Department has determined that of

an estimated 87,350 domestic producers
and feeders, very few will be remitting
persons.

One commenter suggested that we
clarify that packers and exporters of
lambs and/or sheep would be the only
entities that would ever be required to
remit the assessment to the Board on
sheep and lambs sold. The Act provides
that each processor who makes payment
to a producer, feeder, handler, or
collecting person of domestic sheep and
greasy wool would collect the
assessment and remit the assessment to
the Board. The Act also provides that
each person who processes sheep or
sheep products of that person’s own
production and markets such processed
products would be required to remit an
assessment to the Board. Finally, the
Act requires each person who exports
live sheep or greasy wool to remit the
assessment at the time of export.
Accordingly, persons other than packers
and exporters are remitting persons as
defined by the Act. Therefore, we have
not adopted this suggestion.

§1280.315 Remittance of assessments
and submission of reports to the National
Sheep Promotion, Research, and
Information Board.

Two commenters suggested that the
Department clarify this section so that
only those persons who are responsible
for remitting the assessments to the
Board are also responsible for filing
reports on a monthly basis. The
commenters further suggest that we
clarify that the collecting person is
responsible for collecting the
assessment to another collecting person
or remitting it and either paying it to the
Board. Finally, the commenter believes
that producers who have paid the
assessment and have evidence of
payment pursuant to § 1260.316 would
not be subject to further assessments
even if the assessment were not finally
remitted to the Board.

The Department has reviewed the
Act’s definitions of collecting and
remitting person and the language in
sections 1280.315 and 1280.316 of the
proposal, and has concluded that the
definitions of collecting person and
remitting person are consistent with the
Act and correctly identify those persons
in this paragraph. However,
§1280.315(a) Reports has been changed
to clarify that each person remitting the
assessment is to file a report of
assessments to the Board. Additionally,
the Department believes that producers
or feeders who present evidence of
payment described in §1280.316 should
be considered as having paid any
assessment required absent evidence to
the contrary.
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Additional Comments

One commenter believes that the
assessment rate as identified under the
Background section of the proposed rule
is too high. The Act establishes the
initial assessment rate and provides the
requirements for changing the
assessment rate. Thus, we have made no
change in this final rule as a result of
this comment.

List of Subjects in 7 CFR Part 1280

Administrative practice and
procedure, Advertising, Agricultural
research, Marketing agreements, Sheep
and sheep products, Reporting and
recordkeeping requirements.

For the reason set forth in the
preamble, 7 CFR Part 1280 is amended
as follows:

PART 1280—SHEEP PROMOTION,
RESEARCH, AND INFORMATION

1. The authority citation for 7 CFR
Part 1280 continues to read as follows:

Authority: 7 U.S.C. 7101-7111.

2. In Part 1280, Subpart B is added to
read as follows:

Subpart B—Rules and Regulations

Definitions

Sec.
1280.301 Terms defined.

Assessments

1280.310 Assessments on domestic sheep
and sheep products.

1280.311 Late payment charges.

1280.312 Assessments on imported sheep
and sheep products.

1280.313 Collecting persons for purposes of
collection of assessments.

1280.314 Remittance persons for purposes
of remitting assessments.

1280.315 Remittance of assessments and
submission of reports to the National
Sheep Promotion, Research, and
Information Board.

1280.316 Evidence of payment of
assessments.

1280.317 Books and records.

1280.318 OMB control numbers.

Subpart B—Rules and Regulations
Definitions
§1280.301 Terms defined.

As used throughout this subpart,
unless the context otherwise requires,
terms shall have the same meaning as
the definition of such terms in subpart
A of this part.

Assessments

§1280.310 Assessments on domestic
sheep and sheep products.

(a) Domestic sheep producers, sheep
feeders, and exporters of live sheep and
greasy wool will be assessed 1 cent per
pound on live sheep sold and 2 cents
per pound on greasy wool sold.

(b) Each person who processes or
causes to be processed sheep or sheep
products of that person’s own
production and markets the processed
products will be assessed the equivalent
of 1 cent per pound of live sheep sold
or 2 cents per pound of greasy wool
sold.

(c) If more than one producer, feeder,
handler, or exporter shares the proceeds
received for the sheep or sheep products
sold, each such producer, feeder,
handler, or exporter is obligated to pay
that portion of the assessments that is
equivalent to that producer’s, feeder’s,
handler’s, or exporter’s proportionate
share of the proceeds.

(d) Failure of the purchaser or
collecting person to collect the
assessment and pass along the
assessment to the next purchaser, if
necessary, and finally to the processor,
as required in §1280.313, shall not
relieve the producer, feeder, or the
collecting person of his or her obligation
to pay the assessment to the feeder,
collecting person, or processor and to
remit the assessment to Board.

§1280.311 Late payment charges.

(a) Assessments shall be remitted to
the address designated by the Board by
the 15th day of the month following the
month in which domestic sheep or wool
was purchased for processing.

(b) Any unpaid assessments due to
the Board from any person responsible
for remitting the assessment shall be
increased by 2 percent the day following
the date such assessments were due.
Any remaining amount due, which shall
include any unpaid assessments and
late payment charges previously owed
pursuant to this paragraph, shall be
increased at the same rate on the
corresponding day of each month
thereafter until paid. For the purposes of
this paragraph, any assessment
calculated after the date prescribed by
this subpart because of a person’s failure
to submit a timely report to the Board
shall be considered to have been
payable by the date it would have been
due if the report had been timely filed.
The date of payment is determined by
the postmark date on the envelope or
the date of receipt by the Board,
whichever is earlier. If the 15th day falls
on a Sunday or a holiday, then the

assessment will be due the following
day.

§1280.312 Assessments on imported
sheep and sheep products.

(a) Importers will be assessed 1 cent
per pound on live sheep imported, the
equivalent of 1 cent per pound of live
sheep for imported sheep products, and
2 cents per pound of imported
degreased wool or the equivalent of
imported degreased wool for wool and
wool products. Imported raw wool will
be exempt from assessments.

(b) Table I, Imported Sheep and Sheep
Products Assessment Table, contains
the applicable HTS classification
numbers of sheep, sheep meat, wool,
and wool products, conversion factors
and assessment rates, which is
identified based on the net weight of the
individual sheep product, in dollars per
pound and dollars per kilograms for
imported sheep, sheep products, wool,
and wool products subject to the
assessment. Because raw wool is exempt
from the assessment collection
provisions, HTS classification numbers
for imported raw wool are not included
in the table.

(c) In the event that any HTS
classification number is changed,
replaced by another number and has no
impact on the physical properties or
description of sheep meat, or wool and
wool products, assessments will
continue to be collected based on the
original HTS classification number.

(d) Assessments will be collected by
Customs on all imported sheep and
sheep products identified by the HTS
classification numbers listed in Table |
upon importation.

TABLE |.—IMPORTED SHEEP AND
SHEEP PRODUCTS ASSESSMENT TABLE

[Live sheep assessment]

HTS $/lb $/kg
0104100000 ...... 0.010000 0.022046
[Sheep meat assessment]

HTS CF $/b $/kg
0204100000 | 1.00 0.019920 0.043916
0204210000 | 1.00 0.019920 0.043916
0204222000 | 1.00 0.019920 0.043916
0204224000 | 1.00 0.019920 0.043916
0204232000 | 1.52 0.030279 0.066753
0204234000 | 1.52 0.030279 0.066753
0204300000 | 1.00 0.019920 0.043916
0204410000 | 1.00 0.019920 0.043916
0204422000 | 1.00 0.019920 0.043916
0204424000 | 1.00 0.019920 0.043916
0204432000 | 1.52 0.030279 0.066753
0204434000 | 1.52 0.030279 0.066753
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[Wool and Products containing Wool Fibers]

Assessment
HTS CF
$/lb $/kg
5007106030 .... 0.5546 0.011092 0.024454
5007906030 .... 0.5546 0.011092 0.024454
5103100000 .... 1.0870 0.021740 0.047929
5103200000 .... 1.0870 0.021740 0.047929
5104000000 .... 1.0000 0.020000 0.044092
5105100000 .... 1.0309 0.020618 0.045454
5105210000 .... 1.1111 0.022220 0.048991
5105290000 .... 1.1111 0.022220 0.048991
5106100010 1.0870 0.021740 0.047929
5106100090 1.0870 0.021740 0.047929
5106200000 .... 0.5435 0.010869 0.023962
5107100000 .... 1.0870 0.021740 0.047929
5107200000 0.5435 0.010869 0.023962
5109102000 1.0870 0.021740 0.047929
5111113000 .... 1.1091 0.022183 0.048904
5111117030 .... 1.1091 0.022183 0.048904
5111117060 .... 1.1091 0.022183 0.048904
5111191000 .... 1.1091 0.022183 0.048904
5111192000 .... 1.1091 0.022183 0.048904
5111196020 .... 0.5546 0.011092 0.024454
5111196040 .... 0.5546 0.011092 0.024454
5111196060 .... 1.1091 0.022183 0.048904
5111196080 .... 1.1091 0.022183 0.048904
5111200500 .... 0.5546 0.011092 0.024454
5111209000 .... 0.5546 0.011092 0.024454
5111300500 0.5546 0.011092 0.024454
5111309000 0.5546 0.011092 0.022454
5111903000 .... 0.5546 0.011092 0.024454
5111909000 .... 0.8319 0.016638 0.036679
5112111000 0.9982 0.019964 0.044013
5112112030 1.1091 0.022183 0.048904
5112112060 .... 0.9982 0.019964 0.044013
5112192000 .... 1.1091 0.022183 0.048904
5112199010 .... 1.1091 0.022183 0.048904
5112199020 .... 1.1091 0.022183 0.048904
5112199030 .... 1.1091 0.022183 0.048904
5112199040 .... 1.1091 0.022183 0.048904
5112199050 .... 1.1091 0.022183 0.048904
5112199060 .... 1.1091 0.022183 0.048904
5112201000 .... 0.5546 0.011092 0.024454
5112203000 .... 0.5546 0.011092 0.024454
5112301000 .... 0.5546 0.011092 0.024454
5112303000 0.5546 0.011092 0.024454
5112903000 0.6655 0.013311 0.029345
5112904000 .... 0.8319 0.016638 0.036679
5112909010 .... 0.5546 0.011092 0.024454
5112909090 0.5546 0.011092 0.024454
5212231020 0.4991 0.009982 0.022007
5309292000 .... 0.5546 0.011092 0.024454
5407920520 .... 0.4991 0.009982 0.022007
5407921010 .... 0.2218 0.004437 0.009782
5407921020 .... 0.2218 0.004437 0.009782
5407931000 .... 0.2218 0.004437 0.009782
5408310520 .... 0.4991 0.009982 0.022007
5408321000 .... 0.2218 0.004437 0.009782
5408341000 .... 0.2218 0.004437 0.009782
5509520000 .... 0.3804 0.007608 0.016773
5509610000 .... 0.1630 0.003260 0.007187
5509910000 .... 0.3804 0.007608 0.016773
5510200000 .... 0.3804 0.007608 0.016773
5515130510 .... 0.4991 0.009982 0.022007
5515130520 .... 0.4991 0.009982 0.022007
5515131010 .... 0.2218 0.004437 0.009782
5515131020 0.2218 0.004437 0.009782
5515220510 0.4991 0.009982 0.022007
5515221000 .... 0.2218 0.004437 0.009782
5515920510 .... 0.4991 0.009982 0.022007
5515920520 0.4991 0.009982 0.022007
5515921010 0.2218 0.004437 0.009782
5515921020 .... 0.2218 0.004437 0.009782
5516311000 0.2218 0.004437 0.009782
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Assessment
HTS CF
$/lb $/kg
5516320520 0.4991 0.009982 0.022007
5516321000 .... 0.2218 0.004437 0.009782
5516330510 .... 0.4991 0.009982 0.022007
5516330520 .... 0.4991 0.009982 0.022007
5516331000 .... 0.2218 0.004437 0.009782
5516341000 .... 0.2218 0.004437 0.009782
5601290020 .... 0.9428 0.018856 0.041570
5602109010 .... 1.1091 0.022183 0.048904
5602109090 0.5546 0.011092 0.024454
5602210000 1.1091 0.022183 0.048904
5701101300 .... 0.9783 0.019566 0.043135
5701101600 .... 0.9783 0.019566 0.043135
5701104000 0.9783 0.019566 0.043135
5701109000 0.9783 0.019566 0.043135
5702101000 .... 0.8315 0.016630 0.036662
5702109010 .... 0.8315 0.016630 0.036662
5702311000 .... 0.7853 0.015706 0.034625
5702312000 .... 0.6467 0.012934 0.028514
5702411000 .... 0.7853 0.015706 0.034625
5702412000 .... 0.6929 0.013859 0.030551
5702512000 .... 0.7853 0.015706 0.034625
5702514000 .... 0.7853 0.015706 0.034625
5702913000 .... 0.8315 0.016630 0.036662
5702914000 .... 0.7853 0.015706 0.034625
5703100020 .... 0.7933 0.015886 0.035022
5703100080 0.7933 0.015886 0.035022
5704100010 0.7466 0.014932 0.032919
5704900010 .... 0.9332 0.018664 0.041147
5705002005 .... 0.7466 0.014932 0.032919
5801100000 1.1091 0.022183 0.048904
5801902090 1.1091 0.022183 0.048904
5805002000 .... 1.1091 0.022183 0.048904
5805002500 .... 1.1091 0.022183 0.048904
5810991000 .... 1.1091 0.022183 0.048904
5903903010 .... 0.5546 0.011092 0.024454
6001290000 .... 1.1322 0.022644 0.049921
6002410000 .... 1.1322 0.022644 0.049921
6002490000 .... 1.1322 0.022644 0.049921
6002910000 .... 1.1322 0.022644 0.049921
6101100000 .... 1.0533 0.021066 0.046442
6102100000 .... 1.0533 0.021066 0.046442
6102301000 .... 0.5266 0.010532 0.023219
6103110000 0.8806 0.017612 0.038828
6103122000 0.1887 0.003773 0.008319
6103310000 .... 1.0293 0.020586 0.045384
6103411010 .... 0.8615 0.017230 0.037986
6103412000 0.8615 0.017230 0.037986
6103431020 0.4923 0.009846 0.021708
6104110000 .... 0.9007 0.018014 0.039714
6104310000 .... 0.9007 0.018014 0.039714
6104331000 .... 0.5147 0.010293 0.022692
6104332000 .... 0.1287 0.002573 0.005673
6104391000 .... 0.1287 0.002573 0.005673
6104410010 .... 1.0064 0.020128 0.044374
6104431010 .... 0.5032 0.010064 0.022187
6104432010 .... 0.1258 0.002517 0.005549
6104432020 .... 0.1258 0.002517 0.005549
6104441000 .... 0.5032 0.010064 0.022187
6104442010 .... 0.1258 0.002517 0.005549
6104442020 .... 0.1258 0.002517 0.005549
6104510000 .... 1.0411 0.020822 0.045904
6104531000 .... 0.5206 0.010412 0.022954
6104532010 .... 0.1301 0.002602 0.005737
6104532020 0.1301 0.002602 0.005737
6104591005 0.5206 0.010412 0.022954
6104591030 .... 0.1301 0.002602 0.005737
6104610010 .... 0.8256 0.016512 0.036402
6104631510 0.4718 0.009436 0.020803
6105201000 0.4617 0.009234 0.020357
6105901000 .... 0.8080 0.016160 0.035626
6105908020 0.5420 0.010840 0.023898
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Assessment
HTS CF
$/lb $/kg
6106201010 0.4818 0.009636 0.021243
6106201020 .... 0.4818 0.009636 0.021243
6106901010 .... 0.8432 0.016864 0.037178
6107992000 .... 0.8256 0.016512 0.036402
6108992000 .... 0.8167 0.016334 0.036010
6109901530 .... 0.8432 0.016864 0.037178
6110101010 .... 1.2866 0.025733 0.056730
6110101020 .... 1.2866 0.025733 0.056730
6110101030 1.2866 0.025733 0.056730
6110101040 1.2866 0.025733 0.056730
6110101050 .... 1.2866 0.025733 0.056730
6110101060 .... 1.2866 0.025733 0.056730
6110102010 0.9007 0.018014 0.039714
6110102020 0.9007 0.018014 0.039714
6110102030 .... 0.9007 0.018014 0.039714
6110102040 .... 0.9007 0.018014 0.039714
6110102050 .... 0.9007 0.018014 0.039714
6110102060 .... 0.9007 0.018014 0.039714
6110102070 .... 0.9007 0.018014 0.039714
6110102080 .... 0.9007 0.018014 0.039714
6110301510 .... 0.5147 0.010293 0.022692
6110301520 .... 0.5147 0.010293 0.022692
6110301530 .... 0.5147 0.010293 0.022692
6110301540 .... 0.5147 0.010293 0.022692
6110301550 .... 0.5147 0.010293 0.022692
6110301560 0.5147 0.010293 0.022692
6110303010 0.1930 0.003861 0.008512
6110303015 .... 0.1930 0.003861 0.008512
6110303020 .... 0.1930 0.003861 0.008512
6110303025 0.1930 0.003861 0.008512
6110303030 0.1930 0.003861 0.008512
6110303035 .... 0.1930 0.003861 0.008512
6110303040 .... 0.1930 0.003861 0.008512
6110303045 .... 0.1930 0.003861 0.008512
6110303050 .... 0.1930 0.003861 0.008512
6110303055 .... 0.1930 0.003861 0.008512
6110909012 .... 0.5790 0.011581 0.025531
6110909028 .... 0.6433 0.012866 0.028364
6110909074 .... 0.5790 0.011581 0.025531
6111100010 .... 1.1076 0.022152 0.048836
6111100030 .... 1.1076 0.022152 0.048836
6114100040 .... 0.8806 0.017612 0.038828
6114100050 0.8806 0.017612 0.038828
6114100070 0.8806 0.017612 0.038828
6115198020 .... 1.1322 0.022644 0.049921
6115910000 .... 0.9058 0.018116 0.039939
6115939010 0.4529 0.009058 0.019968
6116109500 0.0834 0.001668 0.003677
6116910000 .... 0.9535 0.019070 0.042042
6116936400 .... 0.4767 0.009534 0.021019
6116937400 .... 0.4767 0.009534 0.021019
6116938800 .... 0.1788 0.003575 0.007882
6116939400 .... 0.1788 0.003575 0.007882
6116999530 .... 0.3576 0.007152 0.015768
6117101000 .... 1.0727 0.021454 0.047298
6117102010 .... 0.4767 0.009534 0.021019
6117809020 .... 0.9635 0.019270 0.042483
6117809030 .... 0.5959 0.011919 0.026276
6201110010 .... 1.0199 0.020398 0.044970
6201110020 .... 1.0199 0.020398 0.044970
6201122010 .... 0.0637 0.001274 0.002809
6201133010 .... 0.4590 0.009180 0.020238
6201134015 .... 0.0510 0.001021 0.002250
6201134030 0.1020 0.002039 0.004495
6201134040 0.1020 0.002039 0.004495
6201199020 .... 0.6374 0.012748 0.028104
6201911000 .... 0.9970 0.019939 0.043958
6201912011 0.9970 0.019939 0.043958
6201912021 0.9970 0.019939 0.043958
6201932511 .... 0.4985 0.009970 0.021980
6202110010 0.8823 0.017646 0.038901
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Assessment
HTS CF
$/lb $/kg
6202110020 0.8823 0.017646 0.038901
6202122010 .... 0.0630 0.001261 0.002779
6202133010 .... 0.5804 0.011608 0.025591
6202134005 .... 0.0645 0.001290 0.002843
6202134030 .... 0.1290 0.002584 0.005697
6202911000 .... 1.0083 0.020167 0.044459
6202912011 .... 1.0083 0.020167 0.044459
6202912021 .... 1.0083 0.020167 0.044459
6202934011 0.5672 0.011344 0.025009
6203111000 0.6302 0.012603 0.027785
6203112000 .... 0.6302 0.012603 0.027785
6203121000 .... 0.5672 0.011344 0.025009
6203310010 1.0713 0.021426 0.047236
6203310020 1.0713 0.021426 0.047236
6203331030 .... 0.5672 0.011344 0.025009
6203331050 .... 0.5672 0.011344 0.025009
6203399020 .... 0.6302 0.012604 0.027787
6203410510 .... 1.0083 0.020166 0.044458
6203410520 .... 1.0083 0.020166 0.044458
6203433010 .... 0.5425 0.010850 0.023921
6203433020 .... 0.5425 0.010850 0.023921
6204110000 .... 0.9453 0.018906 0.041680
6204131000 .... 0.5672 0.011344 0.025009
6204132010 .... 0.1891 0.003782 0.008337
6204191000 .... 0.5672 0.011344 0.025009
6204192000 0.1891 0.003782 0.008337
6204210010 0.8823 0.017646 0.038901
6204210030 .... 0.8823 0.017646 0.038901
6204312010 .... 1.0713 0.021426 0.047236
6204312020 1.0713 0.021426 0.047236
6204334010 0.5042 0.010084 0.022231
6204335010 .... 0.0630 0.001261 0.002779
6204335020 .... 0.0630 0.001261 0.002779
6204392010 .... 0.5042 0.010084 0.022231
6204393010 .... 0.0630 0.001261 0.002779
6204398020 .... 0.5672 0.011344 0.025009
6204412010 .... 1.0475 0.020950 0.046186
6204412020 .... 1.0475 0.020950 0.046186
6204433010 .... 0.4930 0.009860 0.021737
6204434010 .... 0.4930 0.009860 0.021737
6204434020 .... 0.4930 0.009860 0.021737
6204434030 .... 0.3081 0.006163 0.013587
6204434040 0.3081 0.006163 0.013587
6204443010 0.5042 0.010084 0.022231
6204444010 .... 0.5042 0.010084 0.022231
6204444020 .... 0.5042 0.010084 0.022231
6204510010 1.0318 0.020636 0.045495
6204510020 1.0318 0.020636 0.045495
6204532010 .... 0.5159 0.010318 0.022747
6204592010 .... 0.5159 0.010318 0.022747
6204593010 .... 0.5159 0.010318 0.022747
6204593020 .... 0.5159 0.010318 0.022747
6204594020 .... 0.5804 0.011608 0.025591
6204611010 .... 0.9645 0.019290 0.042527
6204611020 .... 0.9645 0.019290 0.042527
6204619010 .... 0.9645 0.019290 0.042527
6204619020 .... 0.9645 0.019290 0.042527
6204619040 .... 0.9645 0.019290 0.042527
6204632510 .... 0.4822 0.009644 0.021261
6204692010 .... 0.4822 0.009644 0.021261
6204692030 .... 0.4822 0.009644 0.021261
6204696020 .... 0.5425 0.010850 0.023921
6204699020 .... 0.5426 0.010850 0.023921
6204699030 0.1808 0.003617 0.007974
6204699050 0.1808 0.003617 0.007974
6205102010 .... 0.9645 0.019290 0.042527
6205102020 .... 0.9645 0.019290 0.042527
6205301510 0.4822 0.009644 0.021261
6205903050 0.0603 0.001206 0.002659
6205904040 .... 0.1206 0.002412 0.005317
6206203010 0.9645 0.019290 0.042527
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$/lb $/kg
6206203020 0.9645 0.019290 0.042527
6206402510 .... 0.5425 0.010850 0.023921
6207992000 .... 0.8627 0.017253 0.038036
6208920010 0.0616 0.001232 0.002716
6208920030 0.0616 0.001232 0.002716
6209100000 .... 0.8260 0.016520 0.036420
6211310030 .... 0.9453 0.018906 0.041680
6211310040 0.9453 0.018906 0.041680
6211310051 0.9453 0.018906 0.041680
6211330052 .... 0.6302 0.012603 0.027785
6211410040 .... 0.9453 0.018906 0.041680
6211410050 1.0083 0.020167 0.044459
6211410055 1.0083 0.020167 0.044459
6211410061 .... 1.0083 0.020167 0.044459
6211430064 .... 0.6302 0.012603 0.027785
6211430074 0.6302 0.012603 0.027785
6212900020 0.7472 0.014944 0.032946
6214102000 .... 0.3503 0.007006 0.015446
6214200000 .... 0.9340 0.018681 0.041184
6214300000 0.1168 0.002335 0.005149
6214400000 0.1168 0.002335 0.005149
6214900010 .... 0.0584 0.001168 0.002575
6215900010 .... 1.1675 0.023350 0.051478
6216008000 1.2056 0.024112 0.053157
6217109020 0.8627 0.017253 0.038036
6217109030 .... 0.1232 0.002465 0.005434
6217909010 .... 0.1232 0.002465 0.005434
6217909030 0.8627 0.017253 0.038036
6217909035 0.1232 0.002465 0.005434
6217909085 .... 0.1232 0.002465 0.005434
6301200010 .... 0.9620 0.019240 0.042417
6301200020 0.9620 0.019240 0.042417
6301900030 0.1132 0.002264 0.004992
6302390010 .... 0.9620 0.019240 0.042417
6304193040 .... 0.9054 0.018109 0.039923
6304910050 0.7922 0.015845 0.034931
6304991000 1.1318 0.022636 0.049902
6304991500 .... 1.1318 0.022636 0.049902
6304996010 .... 1.1318 0.022636 0.049902
6501009000 1.3864 0.027728 0.061129
6503009000 1.3864 0.027728 0.061129
6505903090 .... 0.8838 0.017677 0.038970
6505904090 .... 0.8658 0.017316 0.038174
6505906040 0.4621 0.009242 0.020375

§1280.313 Collecting persons for
purposes of collection of assessments.

(a) Any person who is responsible for
collecting an assessment pursuant to the
Act and this subpart, including
processors and any other persons who
are required to remit assessments to the
Board pursuant to this part, shall be a
collecting person, except that a
collecting person who is a market
agency; i.e., commission merchant,
auction market, or livestock market in
the business of receiving such sheep or
sheep products for sale on commission
for or on behalf of a producer or feeder,
shall pass the collected assessment on to
the subsequent purchaser pursuant to
the Order.

(b) Customs will collect the
assessment at the time of importation
from the importer or from any person

acting as the principal agent, broker, or
consignee for sheep, sheep products,
wool, and products containing wool
fiber identified by the HTS classification
numbers in §1280.312.

(c) In cases where a producer or
feeder sells sheep as part of a custom
slaughter operation, the producer or
feeder shall be the collecting person in
the same manner as if the sheep were
sold for slaughter.

(d) For the purposes of this section, in
the event of a producer’s, feeder’s, or
importer’s death, bankruptcy,
receivership, or incapacity, the
representative of such producer, feeder,
or importer or the producer’s, feeder’s,
or importer’s estate, or the person acting
on behalf of creditors, shall be
considered the producer, feeder, or
importer.

§1280.314 Remittance persons for
purposes of remitting assessments.

(a) Each processor who makes
payment to a producer, feeder, handler,
or collecting person for sheep or wool
purchased from the producer, feeder,
handler, or collecting person shall be a
remitting person and shall collect an
assessment from the producer, feeder,
handler, or other collecting person on
sheep or wool sold by the producer,
feeder, handler, or collecting person,
and each such producer, feeder,
handler, or collecting person shall pay
such assessment to the processor and
that processor shall remit the
assessment to the Board;

(b) Each person who processes or
causes to be processed sheep or sheep
products of that person’s own
production, and markets such sheep or
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sheep products, shall pay an assessment
on such sheep or sheep products at the
time of sale at a rate equivalent to the
rate established pursuant to
§1280.224(d), Sheep Purchases, of the
Order, for live sheep or § 1280.225(d),
Wool Purchases, for greasy wool, and
shall remit such assessment to the
Board;

(c) Each person who exports live
sheep or greasy wool shall remit the
assessment to the Board on such sheep
or greasy wool at the time of export, at
the rate established pursuant to
§1280.224(d), Sheep Purchases, of the
Order, for live sheep or § 1280.225(d),
Wool Purchases, for greasy wool.

§1280.315 Remittance of assessments
and submission of reports to the National
Sheep Promotion, Research, and
Information Board.

Each person responsible for remitting
the assessment as described in
§1280.314 shall remit the assessments
and a report of assessments to the Board
as follows:

(a) Reports. Each person who is
responsible for remitting the assessment
shall make reports on forms made
available or approved by the Board.
Such person shall prepare a separate
report for each reporting period. Each
report shall be mailed together with the
applicable assessment amount to the
Board pursuant to § 1280.311(a). Each
completed report shall contain the
following information, as applicable,
including, but not limited to:

(1) Live sheep sold.

(i) The number of sheep purchased,
initially transferred, or subject to the
collection of assessment in any other
manner, and the dates of such
transactions;

(i) The number of live sheep
exported;

(iii) The amount of assessment
remitted;

(iv) An explanation for the remittance
of any assessment that is less than the
pounds of sheep multiplied by the
assessment rate; and

(v) The date an assessment was paid.

(2) Greasy wool sold.

(i) The amount of wool that is
purchased, initially transferred or
subject to the collection of assessment
in any other manner, and the dates of
such transaction;

(i) The amount of greasy wool
exported;

(iii) The amount of assessment
remitted;

(iv) An explanation for the remittance
of an assessment that is less than the
pounds of greasy wool multiplied by the
assessment rate; and

(v) The date an assessment was paid.

(b) Customs will transmit reports and
assessments collected on imported
sheep and sheep products to AMS
according to an agreement between
Customs and AMS.

§1280.316 Evidence of payment of
assessments.

Each collecting person, except a
producer or feeder who processes sheep
or sheep products of the producer’s or
feeder’s own production for sale, is
required to give to the producer, feeder,
handler, or collecting person from
whom the collecting person collected an
assessment written evidence of payment
of the assessments. Such written
evidence, which shall serve as a receipt,
must contain the following information:

(a) Name and address of the collecting
person;

(b) Name of producer or feeder who
paid the assessment;

(c) Number of head of sheep sold;

(d) Total pounds of sheep or greasy
wool sold;

(e) Total assessments paid by the
producer or feeder; and

(f) Date an assessment was paid.

§1280.317 Books and records.

Any person subject to the
requirements in §1280.233, Books and
Records, of the Order shall maintain and
make available to the Secretary for at
least 2 years beyond the fiscal period of
their applicability such books and
records as necessary to carry out the
provision of the Order and these
regulations.

§1280.318 OMB control numbers.

The control number assigned to the
information collection requirements in
Part 1280 by OMB pursuant to the
Paperwork Reduction Act of 1980, (44
U.S.C. Chapter 35) is OMB number
0581-0093.

Dated: May 3, 1996.

Lon Hatamiya,

Administrator.

[FR Doc. 96-11602 Filed 5-8-96; 8:45 am]
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8 CFR Parts 3 and 242
[EOIR 102F]
RIN 1125-AA01

Executive Office for Immigration
Review; Motions and Appeals in
Immigration Proceedings; Correction
AGENCY: Department of Justice.
ACTION: Correction to final regulation.

SUMMARY: This document contains
corrections to the final regulation,
published Monday, April 29, 1996 (61
FR 18900), relating to new motions and
appeals procedures in immigration
proceedings.

EFFECTIVE DATE: July 1, 1996.

FOR FURTHER INFORMATION CONTACT:

Margaret M. Philbin, General Counsel,
Executive Office for Immigration
Review, Suite 2400, 5107 Leesburg Pike,
Falls Church, Virginia 22041, (703) 305—
0470 (not a toll free call).

SUPPLEMENTARY INFORMATION:
Background

The final regulation that is the subject
of these corrections streamlines the
motions and appeals practice before the
Board of Immigration Appeals and
establishes a centralized procedure for
filing notices of appeal, fees, fee waiver
requests, and briefs directly with the
Board. The new regulation also
establishes time and number limitations
on motions to reconsider and on
motions to reopen and makes certain
changes to appellate procedures to
reflect the statutory directives of section
545 of the Immigration Act of 1990
(Pub. L. 101-649, 104 Stat. at 4978).

Need for Correction

As published, the final regulation
contains errors which may prove to be
misleading and are in need of
clarification.

Correction of Publication

Editorial Note: An additional correction to
this document appears elsewhere in the
Corrections Section of this issue.

Accordingly, the publication on April
29, 1996, of the final regulation (EOIR
102F), which was the subject of FR Doc.
96-10157 is corrected as follows:

§3.6(b)

1. On page 18907, in the second
column, in §3.6 paragraph (b), line 9,
the reference to 8 3.23(b)(4)(ii)” is
corrected to read **8§ 3.23(b)(4)(iii).”

[Corrected]

§242.22 [Corrected]

2. On page 18909, in the third
column, in §242.22, line 6, the
reference to “‘§ 3.23(b)(4)(ii)” is
corrected to read *‘8 3.23(b)(4)(iii).”

Dated: May 6, 1996.

Rosemary Hart,

Federal Register Liaison Officer.

[FR Doc. 96-11614 Filed 5-8-96; 8:45 am]
BILLING CODE 4410-01-M
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DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 96—NM-77—-AD; Amendment
39-9612; AD 96-10-07]

RIN 2120-AA64

Airworthiness Directives; McDonnell
Douglas Model MD-11 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that is
applicable to certain McDonnell
Douglas Model MD-11 series airplanes.
This action requires inspections to
detect damage of the support brackets
and clamps of the transfer pipe of the
tail tank, and of the transfer pipe
assembly; and replacement of damaged
parts, or installation of a doubler, if
necessary. This amendment is prompted
by reports of cracking of the support
brackets in the refuel and fuel transfer
lines of the tail fuel tank and damage to
the nylon clamps and transfer pipe
assembly; such damage is due to flexing
of the brackets and subsequent contact
of the transfer pipe assembly with
adjacent structure. The actions specified
in this AD are intended to prevent such
cracking and damage, which could
result in further damage to the transfer
pipe assembly and possible fuel leakage.

DATES: Effective May 24, 1996.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of May 24,
1996.

Comments for inclusion in the Rules
Docket must be received on or before
July 8, 1996.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-103,
Attention: Rules Docket No. 96—-NM—
77-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.

The service information referenced in
this AD may be obtained from
McDonnell Douglas Corporation, 3855
Lakewood Boulevard, Long Beach,
California 90846, Attention: Technical
Publications Business Administration,
Department C1-L51 (2-60). This
information may be examined at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington; or at the FAA, Los Angeles

Aircraft Certification Office, Transport
Airplane Directorate, 3960 Paramount
Boulevard, Lakewood, California; or at
the Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Raymond Vakili, Aerospace Engineer,
Airframe Branch, ANM-140L, FAA, Los
Angeles Aircraft Certification Office,
3960 Paramount Boulevard, Lakewood,
California 90712; telephone (310) 627—
5262; fax (310) 627-5210.

SUPPLEMENTARY INFORMATION: The FAA
has received reports of cracking of the
support brackets in the refuel and fuel
transfer lines of the tail fuel tank on
McDonnell Douglas Model MD-11
series airplanes. In addition, the nylon
clamps and transfer pipe assembly have
been found to be damaged. Investigation
revealed that this cracking and damage
was caused by flexing of the brackets
during refueling and transfer operations
of the tail fuel tank. When this flexing
occurs, the transfer pipe assembly can
sustain damage due to contact with
adjacent structure. Such cracking and
damage, if not corrected, would result in
further damage to the fuel transfer pipe
assembly and possible fuel leakage.

Explanation of Relevant Service
Information

The FAA has reviewed and approved
McDonnell Douglas Alert Service
Bulletin MD11-28A083, dated March
13, 1996, which describes procedures
for repetitive visual inspections to
detect cracking, bending, or stress of the
support brackets, and any damage to the
clamps of the transfer pipe of the tail
tank; and replacement of any damaged
bracket or clamp with a serviceable part.
The alert service bulletin also describes
procedures for repetitive visual
inspections to detect damage of the
transfer pipe assembly of the tail tank;
and procedures for installation of a
doubler on the pipe assembly, or
replacement of the pipe assembly with
a serviceable assembly, if necessary.

Explanation of the Requirements of the
Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other McDonnell Douglas
Model MD-11 series airplanes of the
same type design, this AD is being
issued to prevent cracking of the
support brackets in the refuel and fuel
transfer lines of the tail fuel tank and
damage to the nylon clamps and transfer
pipe assembly, which if not corrected,
could result in further damage to the
transfer pipe assembly and possible fuel
leakage. This AD requires repetitive

visual inspections for cracking, bending,
or stress of the support brackets, and
any damage to the clamps of the transfer
pipe of the tail tank; and replacement of
any damaged bracket or clamp with a
serviceable part. This AD also requires
repetitive visual inspections for damage
of the transfer pipe assembly of the tail
tank; and installation of a doubler on
the pipe assembly, or replacement of the
pipe assembly with a serviceable
assembly, if necessary. The actions are
required to be accomplished in
accordance with the service bulletin
described previously.

Interim Action

This AD is considered to be interim
action. The manufacturer has advised
that it currently is developing a
modification that will positively address
the unsafe condition addressed by this
AD. Once this modification is
developed, approved, and available, the
FAA may consider additional
rulemaking.

Difference Between this Rule and the
Relevant Service Information

Operators should note that the
McDonnell Douglas alert service
bulletin recommends accomplishment
of the initial inspection at “‘the earliest
practical maintenance period, but not to
exceed 600 flight hours from the date of
issuance of the alert service bulletin.”
However, the FAA has determined that,
since maintenance intervals vary from
operator to operator, and since the time
of receipt of the alert service bulletin
also may vary from operator to operator,
the compliance time for this AD must be
less subjective in order to ensure that
the actions are accomplished by all
affected operators in a timely manner.
This AD requires compliance within 90
days after the effective date of the rule.
In developing an appropriate
compliance time for this AD, the FAA
considered not only the manufacturer’s
recommendation, but the degree of
urgency associated with addressing the
subject unsafe condition, the average
utilization of the affected fleet, and
regularly scheduled maintenance
intervals for the affected airplanes. In
light of all of these factors, the FAA
finds that a 90-day compliance time for
accomplishment of the initial inspection
is appropriate in that it represents the
maximum interval of time allowable for
affected airplanes to continue to operate
without compromising safety.

Operators also should note that the
effectivity listing in the McDonnell
Douglas alert service bulletin includes
certain airplanes designated as “Group
2 airplanes.” The initial visual
inspection (required by this AD) was
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accomplished and a temporary doubler
was installed on these airplanes during
production. For these airplanes, the
alert service bulletin suggests an
inspection interval of 15 months for
accomplishment of the visual
inspection. The FAA has determined
that this inspection interval for Group 2
airplanes is appropriate, and is
considering additional rulemaking
action to address the requirements for
Group 2 airplanes. However, a 15-month
compliance time for the planned
requirements is sufficiently long so that
notice and time for prior public
comment will be practicable.

Determination of Rule’s Effective Date

Since a situation exists that requires
the immediate adoption of this
regulation, it is found that notice and
opportunity for prior public comment
hereon are impracticable, and that good
cause exists for making this amendment
effective in less than 30 days.

Comments Invited

Although this action is in the form of
a final rule that involves requirements
affecting flight safety and, thus, was not
preceded by notice and an opportunity
for public comment, comments are
invited on this rule. Interested persons
are invited to comment on this rule by
submitting such written data, views, or
arguments as they may desire.
Communications shall identify the
Rules Docket number and be submitted
in triplicate to the address specified
under the caption ADDRESSES. All
communications received on or before
the closing date for comments will be
considered, and this rule may be
amended in light of the comments
received. Factual information that
supports the commenter’s ideas and
suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this rule must
submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to

Docket Number 96—-NM-77-AD.” The
postcard will be date stamped and
returned to the commenter.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and that it is not a ““significant
regulatory action” under Executive
Order 12866. It has been determined
further that this action involves an
emergency regulation under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979). If it is
determined that this emergency
regulation otherwise would be
significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket. A copy
of it, if filed, may be obtained from the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

96-10-07 McDonnell Douglas: Amendment
39-9612. Docket 96—-NM—77-AD.
Applicability: Model MD-11 series
airplanes; specified as Group 1 airplanes and
listed in McDonnell Douglas Alert Service
Bulletin MD-11-28A083, dated March 13,
1996; certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For airplanes that have been modified,
altered, or repaired so that the performance
of the requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (b) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Note 2: Airplanes specified as Group 2
airplanes and listed in McDonnell Douglas
Alert Service Bulletin MD-11-28A083, dated
March 13, 1996, are not subject to this AD.

Compliance: Required as indicated, unless
accomplished previously.

To prevent cracking of the support brackets
in the refuel and fuel transfer lines of the tail
fuel tank and damage to the nylon clamps
and transfer pipe assembly, which, if not
corrected, could result in further damage to
the transfer pipe assembly and possible fuel
leakage, accomplish the following:

(a) Within 90 days after the effective date
of this AD, accomplish the requirements of
paragraphs (a)(1) and (a)(2) of this AD in
accordance with Paragraph 3. of the
Accomplishment Instructions of McDonnell
Douglas Alert Service Bulletin MD-11—
28A083, dated March 13, 1996.

(1) Perform a visual inspection for
cracking, bending, or stress of the support
brackets and damage to the nylon clamps of
the transfer pipe of the tail tank, in
accordance with the alert service bulletin. If
any damaged bracket or clamp is detected,
prior to further flight, replace it with a
serviceable part in accordance with the alert
service bulletin.

(2) Perform a visual inspection for chafing
and/or denting of the transfer pipe assembly
of the tail tank, in accordance with the alert
service bulletin.

(i) Condition 1. If no damage to the fuel
pipe assembly is detected, accomplish the
requirements of either paragraph (a)(2)(i)(A)
or (a)(2)(i)(B) of this AD at the times specified
in that paragraph.

(A) Option 1. Thereafter, repeat the visual
inspections required by paragraph (a) of this
AD at intervals not to exceed 600 flight
hours; or

(B) Option 2. Install a temporary doubler
on the fuel pipe assembly in accordance with
the alert service bulletin and, thereafter,
repeat the visual inspections required by
paragraph (a) of this AD at intervals not to
exceed 15 months.

(ii) Condition 2. If damage is found that is
within the limits specified by the alert
service bulletin, prior to further flight, install
a temporary doubler on the fuel pipe
assembly. Thereafter, repeat the visual
inspections required by paragraph (a) of this
AD at intervals not to exceed 15 months.

(iii) Condition 3. If damage is found that is
outside the limits specified by the alert
service bulletin, prior to further flight,
replace the fuel pipe assembly with a new or
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serviceable assembly; and accomplish the
requirements of either paragraph (a)(2)(iii)(A)
or (a)(2)(iii)(C) of this AD at the time
specified in that paragraph.

(A) Option 1. Thereafter, repeat the visual
inspections required by paragraph (a) of this
AD at intervals not to exceed 600 flight
hours; or

(B) Option 2. Install a temporary doubler
on the fuel pipe assembly; and repeat the
visual inspections required by paragraph (a)
of this AD, thereafter, at intervals not to
exceed 15 months. (Replacement of the fuel
pipe assembly with a serviceable pipe
assembly that has been repaired by welding
a doubler in the area of potential damage,
does not require the installation of a
temporary doubler.)

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Los
Angeles Aircraft Certification Office (ACO),
FAA, Transport Airplane Directorate.
Operators shall submit their requests through
an appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, Los Angeles ACO.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Los Angeles ACO.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(d) The actions shall be done in accordance
with McDonnell Douglas Alert Service
Bulletin MD-11-28A083, dated March 13,
1996. This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from McDonnell Douglas Corporation, 3855
Lakewood Boulevard, Long Beach, California
90846, Attention: Technical Publications
Business Administration, Department C1—
L51 (2-60). Copies may be inspected at the
FAA, Transport Airplane Directorate, 1601
Lind Avenue SW., Renton, Washington; or at
the FAA, Los Angeles Aircraft Certification
Office, Transport Airplane Directorate, 3960
Paramount Boulevard, Lakewood, California;
or at the Office of the Federal Register, 800
North Capitol Street NW., suite 700,
Washington, DC.

(e) This amendment becomes effective on
May 24, 1996.

Issued in Renton, Washington, on May 1,
1996.

Darrell M. Pederson,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 96-11408 Filed 5-8-96; 8:45 am]
BILLING CODE 4910-13-U

14 CFR Part 39

[Docket No. 96-NM-84—AD; Amendment
39-9611; AD 96-10-06]

RIN: 2120-AA64

Airworthiness Directives; Boeing
Model 737 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.
ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that is
applicable to certain Boeing Model 737
series airplanes. This action requires
repetitive inspections to detect cracks of
the lower gate hinge of the forward
galley service door, and replacement of
any cracked hinge. This action also
provides an optional terminating
replacement for the repetitive
inspections. This amendment is
prompted by reports of fatigue cracks
found in the lower gate hinge on the
forward galley service door. The actions
specified in this AD are intended to
prevent such fatigue cracking, which
could lead to the failure of the lower
gate hinge on the forward galley service
door and subsequent loss of cabin
pressure. If the hinge fails, the hinge
and its associated mechanisms and the
emergency escape slide could separate
from the airplane and be ingested into
the engine, or could strike and damage
the flight control surfaces.

DATES: Effective May 24, 1996.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of May 24,
1996.

Comments for inclusion in the Rules
Docket must be received on or before
July 8, 1996.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-103,
Attention: Rules Docket No. 96—-NM—
84—-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.

The service information referenced in
this AD may be obtained from Boeing
Commercial Airplane Group, P.O. Box
3707, Seattle, Washington 98124-2207.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT: Roy
Boffo, Aerospace Engineer, Airframe
Branch, ANM-120S, FAA, Seattle
Aircraft Certification Office, 1601 Lind

Avenue, SW., Renton, Washington;
telephone (206) 227-2780; fax (206)
227-1181.

SUPPLEMENTARY INFORMATION: The FAA
has received several reports of cracks
found in the lower gate hinge on the
forward galley service door on Boeing
Model 737 series airplanes. In two of
these cases, the hinge was severed
completely and the lower gate separated
from the airplane while in flight, which
resulted in loss of cabin pressure. In one
of these cases, the emergency escape
slide was slowly pulled through the gate
opening, and, subsequently, it separated
from the airplane. These airplanes had
accumulated between 13,700 and 66,000
total flight cycles. Investigation revealed
that the cause of such cracking was due
to fatigue. The effects of such fatigue
cracking could lead to the failure of the
lower gate hinge on the forward galley
service door and subsequent loss of
cabin pressure. If the hinge fails, the
hinge and its associated mechanisms
and the emergency escape slide could
separate from the airplane and be
ingested into the engine, or could strike
and damage the flight control surfaces.

Explanation of Relevant Service
Information

The FAA has reviewed and approved
Boeing Alert Service Bulletin 737—
52A1124, dated January 11, 1996, which
describes procedures for repetitive
detailed visual inspections to detect
cracks of the lower gate hinge of the
forward galley service door, and
replacement of any cracked hinge
found. The service bulletin also
describes procedures for replacement of
the lower gate hinge of the forward
galley service door with an improved
hinge, which will eliminate the need for
the repetitive inspections.

Explanation of the Requirements of the
AD

Since an unsafe condition has been
identified that is likely to exist or
develop on other Boeing Model 737
series airplanes of the same type design,
this AD is being issued to prevent
fatigue cracking and subsequent failure
of the lower gate hinge on the forward
galley service door. This AD requires
repetitive detailed visual inspections to
detect cracks of the lower gate hinge of
the forward galley service door, and
replacement of any cracked hinge
found. This AD also provides for an
optional replacement of the lower gate
hinge of the forward galley service door
with an improved hinge, which
constitutes terminating action for the
repetitive inspection requirements. The
actions are required to be accomplished
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in accordance with the alert service
bulletin described previously.

Differences Between the AD and the
Relevant Service Information

Operators should note that, unlike the
various recommended compliance times
specified in the alert service bulletin for
accomplishing the initial inspection of
airplanes (specified as 1,200 flight
cycles after receipt of the service
bulletin for airplanes with 10,000 to
12,000 total flight cycles; 800 flight
cycles after receipt for airplanes with
12,000 to 13,000 total flight cycles; and
400 flight cycles after receipt for
airplanes with 13,000 or more total
flight cycles), this AD requires that all
airplanes be inspected within 400 flight
cycles after the effective date of the AD.
In consideration of not only the
manufacturer’s recommendation, but
the degree of urgency associated with
addressing the subject unsafe condition,
the average utilization of the affected
fleet, and the time necessary to perform
the inspection (3 hours), the FAA has
determined that the various intervals
specified in that alert service bulletin
would not address the identified unsafe
condition in a timely manner. In
addition, the FAA has reviewed the
available data and determined that the
length of cracking is not necessarily
related to the airplane’s flight cycles,
but instead is related to the number of
door cycles. In light of all of these
factors, the FAA finds that a 400-flight
cycle compliance time for initiating the
required actions is warranted, in that it
represents an appropriate interval of
time allowable for affected airplanes to
continue to operate without
compromising safety.

Determination of Rule’s Effective Date

Since a situation exists that requires
the immediate adoption of this
regulation, it is found that notice and
opportunity for prior public comment
hereon are impracticable, and that good
cause exists for making this amendment
effective in less than 30 days.

Comments Invited

Although this action is in the form of
a final rule that involves requirements
affecting flight safety and, thus, was not
preceded by notice and an opportunity
for public comment, comments are
invited on this rule. Interested persons
are invited to comment on this rule by
submitting such written data, views, or
arguments as they may desire.
Communications shall identify the
Rules Docket number and be submitted
in triplicate to the address specified
under the caption ADDRESSES. All
communications received on or before

the closing date for comments will be
considered, and this rule may be
amended in light of the comments
received. Factual information that
supports the commenter’s ideas and
suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this rule must
submit a self-addressed, stamped
postcard on which the following
statement is made: ““Comments to
Docket Number 96-NM-84—-AD.” The
postcard will be date stamped and
returned to the commenter.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and that it is not a ““significant
regulatory action” under Executive
Order 12866. It has been determined
further that this action involves an
emergency regulation under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979). If it is
determined that this emergency
regulation otherwise would be
significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket. A copy
of it, if filed, may be obtained from the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 USC 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

96-10-06 Boeing: Amendment 39-9611.
Docket 96—-NM—-84—-AD.

Applicability: Model 737 series airplanes,
as listed in Boeing Alert Service Bulletin
737-52A1124, dated January 11, 1996; on
which the actions specified in Boeing Service
Bulletin 737-52-1097, Revision 1, dated
April 6, 1989, or Revision 2, dated January
11, 1990, have not been accomplished;
certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For airplanes that have been modified,
altered, or repaired so that the performance
of the requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (c) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent fatigue cracking of the lower
gate hinge on the forward galley service door,
accomplish the following:

(a) Within 400 flight cycles after the
effective date of this AD, perform a detailed
visual inspection to detect cracks of the
lower gate hinge of the forward galley service
door, in accordance with Boeing Alert
Service Bulletin 737-52A1124, dated January
11, 1996.

(1) If no cracks are detected, repeat the
inspection thereafter at intervals not to
exceed 4,500 flight cycles.

(2) If any crack is detected, prior to further
flight, replace the lower gate hinge with a
new hinge, in accordance with the alert
service bulletin. Accomplishment of the
replacement constitutes terminating action
for this AD.
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(b) Replacement of the lower gate hinge of
the forward galley service door with an
improved hinge, in accordance with Boeing
Alert Service Bulletin 737-52A1124, dated
January 11, 1996, constitutes terminating
action for the requirements of this AD.

(c) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Seattle
Aircraft Certification Office (ACO), FAA,
Transport Airplane Directorate. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, Seattle ACO.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Seattle ACO.

(d) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(e) The inspection and replacement shall
be done in accordance with Boeing Alert
Service Bulletin 737-52A1124, dated January
11, 1996. This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from Boeing Commercial Airplane Group,
P.O. Box 3707, Seattle, Washington 98124—
2207. Copies may be inspected at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

(f) This amendment becomes effective on
May 24, 1996.

Issued in Renton, Washington, on May 1,
1996.

Darrell M. Pederson,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 96-11407 Filed 5-8-96; 8:45 am]
BILLING CODE 4910-13-U

14 CFR Part 39

[Docket No. 95-ANE-12; Amendment 39—
9609; AD 96-10-04]

Airworthiness Directives; AlliedSignal,
Inc. LTS101-600 Series Turboshaft
Engines

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to AlliedSignal, Inc. LTS101-
600 series turboshaft engines, that
requires installation of an improved
design fuel control. This amendment is
prompted by reports of fuel control
bearings failing prior to the
recommended overhaul period. The

actions specified by this AD are
intended to prevent a fuel control
failure, which could result in an
uncommanded increase or decrease in
engine power.

DATES: Effective June 13, 1996.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of June 13,
1996.

ADDRESSES: The service information
referenced in this AD may be obtained
from AlliedSignal Engines, 111 South
34th Street, Phoenix, AZ 85072;
telephone (602) 365-2493, fax (602)
365-2210. This information may be
examined at the Federal Aviation
Administration (FAA), New England
Region, Office of the Assistant Chief
Counsel, 12 New England Executive
Park, Burlington, MA; or at the Office of
the Federal Register, 800 North Capitol
Street NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT:
Dave Keenan, Aerospace Engineer,
Engine Certification Office, FAA, Engine
and Propeller Directorate, 12 New
England Executive Park, Burlington, MA
01803-5299; telephone (617) 238-7139,
fax (617) 238—7199.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an airworthiness directive (AD)
that is applicable to AlliedSignal, Inc.
Models LTS101-600A-2/A-3 turboshaft
engines was published in the Federal
Register on August 21, 1995 (60 FR
43413). That action proposed to require
the installation of an improved fuel
control in accordance with AlliedSignal
Engines Service Bulletin (SB) No.
LTS101A-73-20-0166, Revision 1,
dated November 21, 1994.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. Due
consideration has been given to the
comments received.

One commenter, the manufacturer,
states that since the issuance of the
NPRM, AlliedSignal, Inc. has revised
AlliedSignal Engines SB No. LTS101A—-
73-20-0166 to recommend the
installation of a screened pneumatic
fitting on the main fuel control (MFC).
The FAA concurs in part. Both revisions
of the SB address the incorporation of
fuel control drive (Meldin) bearings in
the MFC in the same manner, which is
the primary focus of this AD. The FAA
has determined that installation of a
screened pneumatic fitting is not
necessary to prevent a MFC failure due
to lack of bearing lubrication. Therefore,
this final rule references both
AlliedSignal Engines SB No. LTS101A-

73-20-0166, Revision 1, dated
November 21, 1994, and Revision 2,
dated August 1, 1995, but does not
require installation of a screened
pneumatic fitting.

The manufacturer also states that due
to the time required to publish the
NPRM and receive comments, the AD
will not be published prior to
compliance end-date specified in the
NPRM. The FAA concurs and has
extended the compliance end-date in
this final rule to September 1, 1996.

In addition, the FAA is considering
future rulemaking to address other
aircraft installations of the AlliedSignal,
Inc. LT101 series engines.

After careful review of the available
data, including the comments noted
above, the FAA has determined that air
safety and the public interest require the
adoption of the rule with the changes
described previously. The FAA has
determined that these changes will
neither increase the economic burden
on any operator nor increase the scope
of the AD.

The FAA estimates that 216 engines
installed on aircraft of U.S. registry will
be affected by this AD, that it will take
approximately 2.5 work hours per
engine to accomplish the required
actions, and that the average labor rate
is $60 per work hour. Required parts
will cost approximately $1,000 per
engine. Based on these figures, the total
cost impact of the AD on U.S. operators
is estimated to be $248,400.

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’ under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.
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List of Subjects in 14 CFR Part 39

Air Transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 USC 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

96-10-04 AlliedSignal, Inc.: Amendment 39—
9609. Docket 95-ANE-12.

Applicability: AlliedSignal, Inc. Models
LTS101-600A-2 and A-3 turboshaft engines,
installed on but not limited to Eurocopter
AS350 series aircraft.

Note: This airworthiness directive (AD)
applies to each engine identified in the
preceding applicability provision, regardless
of whether it has been modified, altered, or
repaired in the area subject to the
requirements of this AD. For engines that
have been modified, altered, or repaired so
that the performance of the requirements of
this AD is affected, the owner/operator must
use the authority provided in paragraph (b)
to request approval from the Federal Aviation
Administration (FAA). This approval may
address either no action, if the current
configuration eliminates the unsafe
condition, or different actions necessary to
address the unsafe condition described in
this AD. Such a request should include an
assessment of the effect of the changed
configuration on the unsafe condition
addressed by this AD. In no case does the
presence of any modification, alteration, or
repair remove any engine from the
applicability of this AD.

Compliance: Required as indicated, unless
accomplished previously.

To prevent a fuel control failure, which
could result in an uncommanded increase or
decrease in available engine power,
accomplish the following:

(a) At the next replacement of an affected
fuel control, prior to accumulating 300 hours
time in service (TIS) after the effective date
of this AD, or September 1, 1996, whichever
occurs first, accomplish the following in
accordance with AlliedSignal Engines
Service Bulletin (SB) No. LTS101A-73-20—-
0166, Revision 1, dated November 21, 1994,
or Revision 2, dated August 1, 1995:

(1) For AlliedSignal, Inc. Model LTS101-
600A-2 engines, install an improved fuel
control, P/N 4-301-098-04 with “B’’ or “BF”
stamped on the data plate after the dash
number of the AlliedSignal Aerospace

Equipment Division (formerly AlliedSignal
Controls and Accessories/Bendix) part
number, or P/N 4-301-098-15. These
improved fuel controls incorporate fuel
control drive (Meldin) bearings.

(2) For AlliedSignal, Inc. Model LTS101-
600A-3 engines, install an improved fuel
control, P/N 4-301-288-02 with “B” or “BF”
stamped on the data plate after the dash
number of the AlliedSignal Aerospace
Equipment Division (formerly AlliedSignal
Controls and Accessories/Bendix)

P/N, or P/N 4-301-288-04. These improved
fuel controls incorporate fuel control drive
(Meldin) bearings.

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Engine
Certification Office. The request should be
forwarded through an appropriate FAA
Principal Maintenance Inspector, who may
add comments and then send it to the
Manager, Engine Certification Office.

Note: Information concerning the existence
of approved alternative methods of
compliance with this airworthiness directive,
if any, may be obtained from the Engine
Certification Office.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the aircraft to
a location where the requirements of this AD
can be accomplished.

(d) The actions required by this AD shall
be done in accordance with the following
AlliedSignal Engines SB’s:

Document Revi-
No. Pages sion Date

LTS101A- 1-3 1 | November
73-20— 21, 1994.
0166.

Total Pages:

3.

LTS101A- 1-6 2 | August 1,
73-20— 1995.
0166.

Total Pages:

6.

This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from AlliedSignal Engines, 111 South 34th
Street, Phoenix, AZ 85072; telephone (602)
365-2493, fax (602) 365-2210. Copies may be
inspected at the FAA, New England Region,
Office of the Assistant Chief Counsel, 12 New
England Executive Park, Burlington, MA; or
at the Office of the Federal Register, 800
North Capitol Street NW., suite 700,
Washington, DC.

(e) This amendment becomes effective on
June 13, 1996.

Issued in Burlington, Massachusetts, on
April 24, 1996.

Jay J. Pardee,

Manager, Engine and Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 96-11258 Filed 5-8-96; 8:45 am]
BILLING CODE 4910-13-U

14 CFR Part 39

[Docket No. 95-ANE-03; Amendment 39—
9583; AD 69-09-03 R3]

Airworthiness Directives; Sensenich
Propeller Manufacturing Company Inc.
Models M76EMM, M76EMMS, 76EM8,
and 76EM8S() Metal Propellers

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment revises an
existing airworthiness directive (AD),
applicable to Sensenich Propeller
Manufacturing Company Inc. Models
M76EMM, M76EMMS, 76EM8, and
76EM8S() metal propellers, that
currently restricts operators from
continuously operating the propeller at
engine speeds from 2,150 to 2,350
revolutions per minute (RPM) and
specifies propeller inspection and
rework or replacement. This
amendment eliminates the requirement
to add tachometer markings on aircraft
with certain additional Textron
Lycoming O-360 series reciprocating
engines with solid crankshafts installed,
and updates the referenced Sensenich
Propeller Company Inc. service bulletin
to the latest revision. Reworking of all
affected propeller models remains a
requirement of the AD, regardless of
engine installation. This amendment is
prompted by inquiries concerning
tachometer red arc restrictions on
certain Textron Lycoming O-360 series
reciprocating engines with solid
crankshafts. The actions specified by
this AD are intended to prevent
propeller blade tip fatigue failure, which
can result in loss of control of the
aircraft.

DATES: Effective June 13, 1996.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of June 13,
1996.

ADDRESSES: The service information
referenced in this AD may be obtained
from Sensenich Propeller
Manufacturing Company Inc., 519
Airport Road, Lititz, PA 17543;
telephone (717) 569-0435, fax (717)
560-3725. This information may be
examined at the Federal Aviation
Administration (FAA), New England
Region, Office of the Assistant Chief
Counsel, 12 New England Executive
Park, Burlington, MA; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., 7th Floor, suite 700,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Raymond J. O’Neill, Aerospace
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Engineer, New York Aircraft
Certification Office, FAA, Engine and
Propeller Directorate, 10 Fifth St.,
Valley Stream, NY 11581; telephone
(516) 256-7505, fax (516) 568—-2716.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39)
by revising AD 69-09-03, Amendment
39-761 (34 FR 7371, May 7, 1969);
Revision 1, Amendment 39-808 (34 FR
12563, August 1, 1969); Revision 2,
Amendment 39-1102 (35 FR 17030,
November 5, 1970), was published in
the Federal Register on December 7,
1995 (60 FR 62772). The action,
applicable to Sensenich Propeller
Manufacturing Company Inc. Models
M76EMM, M76EMMS, 76EM8, and
76EMB8S() metal propellers, proposed to
eliminate the requirement to add
tachometer markings on aircraft with
certain additional Textron Lycoming O—
360 series reciprocating engines with
solid crankshafts installed that restrict
continuous operation between engine
speeds from 2,150 to 2,350 revolutions
per minute (RPM). In addition, that
action proposed to update the
referenced Sensenich Propeller
Company Inc. service bulletin (SB) to
the latest revision.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposal or the FAA'’s determination of
the cost to the public.

In the NPRM, propeller model
M76EMMS was erroneously listed as
M7EMMS. This final rule lists the
correct propeller model, M76EMMS.

In addition, since issuance of the
NPRM, the manufacturer has advised
the FAA that correct date of SB No. R—
14A is July 28, 1995. This final rule
shows the correct revision date.

The FAA has determined that air
safety and the public interest require the
adoption of the rule with the changes
described previously. The FAA has
determined that these changes will
neither increase the economic burden
on any operator nor increase the scope
of the AD.

There are approximately 100
propellers of the affected design that
may not have been modified to the “K”
standard in the worldwide fleet. The
FAA estimates that 50 propellers
installed on aircraft of U.S. registry will
be affected by this AD, that it will take
approximately 2.5 work hours per
propeller to accomplish the required
actions, and that the average labor rate
is $60 per work hour. Based on these
figures, the total cost impact of the AD
on U.S. operators is estimated to be

$7,500. However, since this rule further
restricts the applicability by exempting
propellers installed on certain Textron
Lycoming engine models from the
tachometer restriction, there is a
potential overall cost savings of
$4,395,000, if all the affected Sensenich
propellers are installed on the newly
exempted engines.

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air Transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
removing Amendment 39-1102 (35 FR
17030, November 5, 1970) and by
adding a new airworthiness directive,

Amendment 39-9583, to read as
follows:

69-09-03 R3 Sensenich Propeller
Manufacturing Company Inc.:
Amendment 39-9583. Docket 95-ANE—
03. Revises AD 69-09-03 R2,
Amendment 39-1102.

Applicability: Sensenich Propeller
Manufacturing Company Inc. Models
M76EMM, M76EMMS, 76EM8, and
76EMB8S() metal propellers. Paragraphs (a)
and (b) of this airworthiness directive (AD)
do not apply to those propellers installed on
the following solid crankshaft Textron
Lycoming O-360 series reciprocating
engines: O—-360-A4A, —A4D, —A4G, —A4),
—A4K, -A4M, —-A4N, —A4P, and —A5AD, or
additional engines identified by suffixes
having a digit “‘4”" or higher in the second
position. These propellers are installed on
but not limited to the following aircraft: Piper
PA-28-180, PA—28-181, American General
Aircraft Holding Co. Inc. (formerly
Gulfstream American) AA-5 series, Beech
B23 and C23, Cessna 172Q, Avions Pierre
Robin R—3000/160, and aircraft modified
under various Supplemental Type
Certificates (STC’s).

Note: This AD applies to each propeller
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
propellers that have been modified, altered,
or repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must use the authority
provided in paragraph (f) to request approval
from the Federal Aviation Administration
(FAA). This approval may address either no
action, if the current configuration eliminates
the unsafe condition, or different actions
necessary to address the unsafe condition
described in this AD. Such a request should
include an assessment of the effect of the
changed configuration on the unsafe
condition addressed by this AD.In no case
does the presence of any modification,
alteration, or repair remove any propeller
from the applicability of this AD.

Compliance: Required as indicated, unless
accomplished previously. To prevent
propeller blade tip fatigue failure, which can
result in loss of control of the aircraft,
accomplish the following:

(a) Commencing with the next flight after
the effective date of this AD, do not operate
the engine in continuous operation between
2,150 and 2,350 RPM.

(b) Within the next 25 hours time in
service (TIS) after the effective date of this
AD, mark engine tachometer with a red arc
from 2150 RPM to 2350 RPM.

(c) For propellers with 500 or more total
hours TIS, or unknown TIS on the effective
date of this AD, inspect and rework, within
the next 50 hours TIS after the effective date
of this AD, in accordance with Sensenich
Propeller SB No. R—14A, dated July 28, 1995.
Remove from service those propellers that do
not meet the inspection and rework
requirements of Sensenich Propeller SB No.
R-14A, dated July 28, 1995.

(d) For propellers with less than 500 total
hours TIS on the effective date of this AD,
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inspect, and rework or replace, as necessary,
prior to accumulating 550 total hours TIS, in
accordance with Sensenich Propeller SB No.
R-14A, dated July 28, 1995. Remove from
service those propellers that do not meet the
inspection and rework requirements of
Sensenich Propeller SB No. R—-14A, dated
July 28, 1995.

(e) Mark with a suffix letter K" propellers
that have been inspected and, reworked in
accordance with Sensenich Propeller SB No.
R-14A, dated July 28, 1995, and found
satisfactory.

(f) An alternative method of compliance or
adjustment of the initial compliance time
that provides an acceptable level of safety
may be used if approved by the Manager,
New York Aircraft Certification Office. The
request should be forwarded through an
appropriate FAA Maintenance Inspector,
who may add comments and then send it to
the Manager, New York Aircraft Certification
Office.

Note: Information concerning the existence
of approved alternative methods of

compliance with this AD, if any, may be
obtained from the New York Aircraft
Certification Office.

(9) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the aircraft to
a location where the requirements of this AD
can be accomplished.

(h) The actions required by this AD shall
be done in accordance with the following
Sensenich Propeller SB’s:

Document No. Pages Revision Date
N0 T = I SRS A7 (@4 119 F- | SRRSO April 11, 1969.
Total pages: 1
N o T = I SRR 1 (@4 o {3 F- | SRRSO July 28, 1995.
Total pages: 1.

This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from Sensenich Propeller Manufacturing
Company Inc., 519 Airport Road, Lititz, PA
17543; telephone (717) 569-0435, fax (717)
560- 3725. Copies may be inspected at the
FAA, New England Region, Office of the
Assistant Chief Counsel, 12 New England
Executive Park, Burlington, MA; or at the
Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

(i) This amendment becomes effective on
June 13, 1996.

Issued in Burlington, Massachusetts, on
April 22, 1996.

Jay J. Pardee,

Manager, Engine and Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 96-11257 Filed 5-8-96; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

15 CFR Part 981
[Docket No. 951213299-6096—-02]
RIN: 0648-Al42

Ocean Thermal Energy Conversion
Licensing Program

AGENCY: Office of Ocean and Coastal
Resource Management (OCRM),
National Ocean Service (NOS), National
Oceanic and Atmospheric
Administration (NOAA), Department of
Commerce (DOC).

ACTION: Final rule; removal.

SUMMARY: The National Oceanic and
Atmospheric Administration (NOAA) is
removing Part 981 from Title 15 of the
Code of Federal Regulations (Part 981).

Part 981 implements the Ocean Thermal
Energy Conversion (OTEC) Licensing
Program, which was established under
the Ocean Thermal Energy Conversion
Act of 1980, as amended, (OTEC Act),
42 U.S.C. 9101 et seq. No applications
under Part 981 for licenses of
commercial OTEC facilities or
plantships have yet been received by
NOAA, and there has been a low level
of NOAA activity under the OTEC Act.
During this 15 year period of time, the
availability and relatively low price of
fossil fuels, coupled with the risks to
potential investors, has limited the
interest in the commercial development
of OTEC projects. Removal of Part 981
at this time will allow NOAA to
evaluate the appropriateness of these, or
any other, regulations at such time as
interest in the commercial development
of OTEC projects occurs.

EFFECTIVE DATE: June 10, 1996.
ADDRESSES: Karl Jugel, Chief, Ocean
Minerals and Energy Division, Office of
Ocean and Coastal Resource
Management, National Ocean Service,
National Oceanic and Atmospheric
Administration, 1305 East-West
Highway, 11th Floor, Silver Spring, MD
20910.

FOR FURTHER INFORMATION CONTACT:
James Lawless, Deputy Director, Office
of Ocean and Coastal Resource
Management, at (301) 713-3155.

SUPPLEMENTARY INFORMATION:

I. Regulatory Review

The National Oceanic and
Atmospheric Administration (NOAA) is
removing Part 981 of 15 CFR, pursuant
to the Regulatory Reform Initiative of
President Clinton and the Ocean
Thermal Energy Conversion Act of 1980,
as amended.

In March 1995, President Clinton
issued a directive to federal agencies
regarding their responsibilities under

his Regulatory Reform Initiative. This
initiative is part of the National
Performance Review and calls for
immediate, comprehensive regulatory
reform. The President directed all
agencies to undertake, as part of this
initiative, an exhaustive review of all
their regulations—with an emphasis on
eliminating or modifying those that are
obsolete or otherwise in need of reform.

The Ocean Thermal Energy
Conversion Act of 1980, as amended,
(OTEC Act), 42 U.S.C. 9101 et seq., also
requires that NOAA periodically review
the regulations that apply to the
licensing of OTEC facilities and
plantships. The fundamental purpose of
the review is to determine if the
regulations themselves impose an
adverse impact on the development and
commercialization of OTEC technology.

On January 30, 1996, NOAA
published a notice in the Federal
Register in which it proposed removing
Part 981 and requested all interested
persons to comment on the proposal (61
FR 2969-2971). Comments were in
particular invited on whether the OTEC
regulations, or their removal at this
time, impose an adverse impact on the
development and commercialization of
OTEC technology. NOAA received no
comments on its proposed removal of
Part 981.

I1. Ocean Thermal Energy Conversion
Licensing Program

The OTEC Act established a licensing
and permitting system for the
development of OTEC as a commercial
energy technology. Part 981 implements
the OTEC Licensing Program. The
proposed rule preceding this
rulemaking summarizes the
development of Part 981 (61 FR 2969—
2971). No applications under Part 981
for licenses of commercial OTEC
facilities or plantships have yet been
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received by NOAA, and there has been
a low level of NOAA activity under the
OTEC Act. During this 15 year period of
time, the availability and relatively low
price of fossil fuels, coupled with the
risks to potential investors, has limited
the interest in the commercial
development of OTEC projects.

NOAA is authorized, consistent with
the purposes and provisions of the
OTEC Act, to amend or rescind the
OTEC regulations. In particular, section
117 of the OTEC Act requires NOAA to
review the regulations on a periodic
basis. NOAA is authorized and directed
to revise the regulation as necessary and
appropriate to ensure that the
regulations do not impede the
development, evolution, and
commercialization of OTEC technology.

Given that a commercial OTEC
industry has yet to develop, Part 981
remains unused for the most part.
Removal of Part 981 at this time is
consistent with the purposes and
provisions of the OTEC Act in that it
will allow NOAA to evaluate the
suitability of these regulations at such
time as interest in the commercial
development of OTEC projects occurs.
At such time, NOAA will issue a
proposed rule appropriate to the then
current regulatory needs. Potential
Licensees will therefore be assured that
any future OTEC regulations will be up
to date, and will continue to provide
innovation and flexibility necessary for
an emerging OTEC industry.

NOAA is mindful of its responsibility
for licensing of commercial OTEC
facilities and plantships under the
OTEC Act, however, and will take
appropriate steps to review and process
an application should one be made. For
particular inquiries into the licensing of
OTEC projects in the interim period,
NOAA will provide copies of the
provisions of these OTEC regulations in
response to such inquiries. Thus, NOAA
will provide actual and timely notice of
applicable procedures and requirements
to particular individuals. See 5 U.S.C.
552(a). Accordingly, NOAA is removing
Part 981, the OTEC regulations, from
Title 15 of the CFR.

I11. Miscellaneous Rulemaking
Requirements

Executive Order 12612: Federalism
Assessment

NOAA has concluded that this
regulatory action does not have
federalism implications sufficient to
warrant the preparation of a Federalism
Assessment under Executive Order
12612.

Executive Order 12866: Regulatory
Planning and Review

This regulatory action is not
significant for purposes of Executive
Order 12866.

Regulatory Flexibility Act

No licenses have been issued for
OTEC projects under 15 CFR Part 981.
When commercial interest in OTEC
projects occurs, NOAA will issue a
proposed rule appropriate to the
regulatory needs at that time. For
particular inquiries into the licensing of
OTEC projects in the interim period,
NOAA will provide actual and timely
notice of applicable procedures and
requirements to particular individuals.
See 5 U.S.C. 552(a). For these reasons,
the removal of Part 981 is not expected
to have a significant economic impact
on a substantial number of small
entities, and the Assistant General
Counsel for Legislation and Regulation
of the Department of Commerce has so
certified to the Chief Counsel for
Advocacy of the Small Business
Administration. As such, a Regulatory
Flexibility Analysis was not prepared.

Paperwork Reduction Act

This regulatory action does not
contain an information collection
requirement subject to review and
approval by OMB under the Paperwork
Reduction Act of 1980, 44 U.S.C. 3500
et seq.

National Environmental Policy Act

NOAA has concluded that this
regulatory action does not constitute a
major federal action significantly
affecting the quality of the human
environment. No applications for
licenses of commercial OTEC facilities
or plantships have yet been received by
NOAA, and Part 981 remains unused for
the most part. When commercial
interest in OTEC projects occurs, NOAA
will issue a proposed rule appropriate to
the regulatory needs at that time. For
particular inquiries into the licensing of
OTEC projects in the interim period,
NOAA will provide actual and timely
notice of applicable procedures to
particular individuals. See 5 U.S.C.
552(a). Therefore, and environmental
impact statement is not required.

Authority: Ocean Thermal Energy

Conversion Act of 1980, as amended, 42
U.S.C. 9101 et seq.

List of Subjects in 15 CFR Part 981

Administrative practice and
procedures, Energy, Environmental
protection, Intergovernmental relations,
Marine resources, Penalties, Reporting
and recordkeeping requirements.

Dated: May 2, 1996.
David Evans,
Acting Deputy Assistant Administrator for
Ocean Services and Coastal Zone
Management.

Accordingly, for the reasons set forth
above, Chapter IX of Title 15 of the Code
of Federal Regulations is amended as
follows:

PART 981—OCEAN THERMAL
ENERGY CONVERSION LICENSING
PROGRAM—[REMOVED]

1. Under the authority of the Ocean
Thermal Energy Conversion Act of 1980,
Part 981 is removed.

[FR Doc. 96-11464 Filed 5-8-96; 8:45 am]
BILLING CODE 3510-08-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 101

[Docket No. 94P-0216]

Food Labeling: Nutrient Content Claim
for ““Extra’’; Correction

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
final rule that appeared in the Federal
Register of March 22, 1996 (61 FR
11730). The document authorizes the
use, on food labels and in food labeling,
of the term “extra” as a synonym for the
term “‘added.” The document was
published with some errors. This
document corrects those errors.

EFFECTIVE DATE: March 22, 1996.

FOR FURTHER INFORMATION CONTACT:
Joyce J. Saltsman, Center for Food Safety
and Applied Nutrition (HFS-165), Food
and Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202—205-5916.

In FR Doc. 96-6942, appearing on
page 11730 in the Federal Register of
Friday, March 22, 1996, the following
corrections are made:

1. On page 11730, in the third
column, in the first full paragraph, in
the first line, the date “March 21, 1995”
is corrected to read ‘“March 21, 1994"",

2. 0n page 11731, in the first column,
under section “V. Public Comment”, in
the second paragraph, the fifth line, the
first word, “proposal’’, is corrected to
read “final rule.”
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Dated: May 1, 1996.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 96-11516 Filed 5-8-96; 8:45 am]
BILLING CODE 4160-01-F

21 CFR Parts 510 and 522

Animal Drugs, Feeds, and Related
Products; Medetomidine
Hydrochloride Injection; Change of
Sponsor Name

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Orion
Corp. ORION-FARMOS. The NADA
provides for the use of medetomidine
hydrochloride injection in dogs for its
sedative and analgesic properties. The
regulations are also amended to reflect
a change of sponsor name.

EFFECTIVE DATE: May 9, 1996.

FOR FURTHER INFORMATION CONTACT:
Sandra K. Woods, Center for Veterinary
Medicine (HFV-114), Food and Drug
Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-594-1616.
SUPPLEMENTARY INFORMATION: Orion
Corp. ORION-FARMOS, (formerly
Orion Corp. FARMOS), P.O. Box 425,
SF-20101 Turku, Finland, filed NADA
140-999, which provides for
intravenous or intramuscular use of
Domitord (medetomidine
hydrochloride) injection as a sedative
and analgesic in dogs over 12 weeks of
age to facilitate clinical examinations,
clinical procedures, minor surgical
procedures not requiring muscle
relaxation, and minor dental procedures
not requiring intubation. The drug
product is available by prescription. The
application is approved as of March 19,
1996, and the regulations are amended
in part 522 (21 CFR part 522) by adding
new §522.1335 to reflect the approval.
The basis of approval is discussed in the
freedom of information summary.

Additionally, the firm has informed
FDA that it has changed its corporate
name from Orion Corp. FARMOS to
Orion Corp. ORION-FARMOS.
Accordingly, the agency is also
amending 21 CFR 510.600(c)(1) and
(c)(2) to reflect the change of sponsor
name.

In accordance with the freedom of
information provisions of part 20 (21
CFR part 20) and §514.11(e)(2)(ii) (21
CFR 514.11(e)(2)(ii)), a summary of

safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 12420 Parklawn Dr.,
rm. 1-23, Rockville, MD 20857, between
9 a.m. and 4 p.m., Monday through
Friday.

Under section 512(c)(2)(F)(i) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360b(c)(2)(F)(i)), this
approval qualifies for 5 years of
marketing exclusivity beginning March
19, 1996, because no active ingredient
(including any ester or salt of the active
ingredient) of the drug has been
approved in any other application under
section 512(b)(1) of the act.

The agency has carefully considered
the potential environmental effects of
this action. FDA has concluded that the
action will not have a significant impact
on the human environment, and that an
environmental impact statement is not
required. The agency’s finding of no
significant impact and the evidence
supporting that finding, contained in an
environmental assessment, may be seen
in the Dockets Management Branch
(address above) between 9 a.m. and 4
p.m., Monday through Friday.

List of Subjects
21 CFR Part 510

Administrative practice and
procedure, Animal drugs, Labeling,
Reporting and recordkeeping
requirements.

21 CFR Part 522

Animal drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR parts 510 and 522 are amended as
follows:

PART 510—NEW ANIMAL DRUGS

1. The authority citation for 21 CFR
part 510 continues to read as follows:

Authority: Secs. 201, 301, 501, 502, 503,
512, 701, 721 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321, 331, 351, 352,
353, 360b, 371, 379¢).

§510.600 [Amended]

2. Section 510.600 Names, addresses,
and drug labeler codes of sponsors of
approved applications is amended in
the table in paragraph (c)(1) by
removing the sponsor name “Orion
Corp. FARMOS, Research and
Development, Pharmaceuticals,”” and by
adding in its place “‘Orion Corp.
ORION-FARMOS”, and in the table in

paragraph (c)(2) in the entry for
052483’ by removing the sponsor
name “‘Orion Corp. FARMOS, Research
and Development, Pharmaceuticals,”
and adding in its place “Orion Corp.
ORION-FARMOS”.

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

3. The authority citation for 21 CFR
part 522 continues to read as follows:

Authority: Sec. 512 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360b).

4. New 8522.1335 is added to read as
follows:

§522.1335 Medetomidine hydrochloride
injection.

(a) Specifications. Each milliliter of
sterile agueous solution contains 1.0
milligram of medetomidine
hydrochloride.

(b) Sponsor. See 052483 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Amount.
750 micrograms intravenously (IV) or
1,000 micrograms intramuscularly per
square meter of body surface. The IV
route is more efficacious for dental care.

(2) Indications for use. As a sedative
and analgesic in dogs over 12 weeks of
age to facilitate clinical examinations,
clinical procedures, minor surgical
procedures not requiring muscle
relaxation, and minor dental procedures
not requiring intubation. The
intravenous route of administration is
more efficacious for dental care.

(3) Limitations. Do not use in dogs
with cardiac disease, respiratory
disorders, liver or kidney diseases, dogs
in shock, dogs which are severly
debilitated, or dogs which are stressed
due to extreme heat, cold, or fatigue.
Allow agitated dogs to rest quietly
before administration. Do not repeat
dosing in dogs not responding
satisfactorily to treatment. Do not use in
breeding or pregnant animals. Federal
law restricts this drug to use by or on
the order of a licensed veterinarian.

Dated: April 15, 1996.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 96-11511 Filed 5-8-96; 8:45 am]
BILLING CODE 4160-01-F

21 CFR Part 558

New Animal Drugs For Use In Animal
Feeds; Halofuginone Hydrobromide,
Bacitracin Methylene Disalicylate

AGENCY: Food and Drug Administration,
HHS.
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ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Hoechst-
Roussel Agri-Vet Co. The NADA
provides for using approved single
ingredient Type A medicated articles to
make Type C medicated turkey feeds
containing halofuginone hydrobromide
and bacitracin methylene disalicylate.
EFFECTIVE DATE: May 9, 1996

FOR FURTHER INFORMATION CONTACT:
James F. McCormack, Center for
Veterinary Medicine (HFV-128), Food
and Drug Administration, 7500 Standish
PI., Rockville, MD 20855, 301-594—
1607.

SUPPLEMENTARY INFORMATION: Hoechst-
Roussel Agri-Vet Co., Route 202—-206,
P.O. Box 2500, Somerville, NJ 08876—
1258, has filed NADA 140-919, which
provides for use of approved Stenorol]
(2.72 grams of halofuginone
hydrobromide per pound of Type A
article) and approved BMDO (30, 50, or
60 grams of bacitracin methylene
disalicylate per pound) to make Type C
medicated turkey feeds containing 1.36
to 2.72 grams per ton (g/t) halofuginone
hydrobromide and 10 to 50 g/t
bacitracin methylene disalicylate, for
prevention of coccidiosis in growing
turkeys caused by Eimeria adenoeides,
E. meleagrimitis, and E. gallopavonis,
and for increased rate of weight gain.

The NADA 140-919 is approved as of
May 9, 1996, and the regulations are
amended in §558.265(c)(2)(ii) (21 CFR
558.265(c)(2)(ii)) to reflect the approval.
The basis of approval is discussed in the
freedom of information summary.

In accordance with the freedom of
information provisions of part 20 (21
CFR part 20) and §514.11(e)(2)(ii) (21
CFR 514.11(e)(2)(ii)), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 12420 Parklawn Dr.,
rm. 1-23, Rockville, MD 20857, between
9 a.m. and 4 p.m., Monday through
Friday.

This approval is for use of single
ingredient Type A medicated articles to
make Type C medicated feeds.
Halofuginone hydrobromide is a
Category Il drug which, as provided in
§558.4, requires an approved form FDA
1900 for making a Type C medicated
feed. Therefore, use of halofuginone
hydrobromide and bacitracin methylene
disalicylate Type A medicated articles

to make a combination drug Type C
medicated feed as provided in NADA
140-919 requires an approved form
FDA 1900.

The agency has determined under 21
CFR 25.24(d)(1)(ii) that this action is of
a type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

Under section 512(c)(2)(F)(ii) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360b(c)(2)(F)(ii)), this
approval for use in food-producing
animals qualifies for 3 years of
marketing exclusivity beginning May 9,
1996, because the application contains
reports of new clinical or field
investigations (other than
bioequivalence or residue studies)
essential to the approval and conducted
or sponsored by the applicant.

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

1. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: Secs. 512, 701 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
360b, 371).

2. Section 558.265 is amended by
adding new paragraph (c)(2)(ii) to read
as follows:

§558.265 Halofuginone hydrobromide.

* * * * *

(c)*

(2) * * *

(ii) Amount per ton. Halofuginone
hydrobromide 1.36 to 2.72 grams plus
bacitracin methylene disalicylate 10 to
50 grams.

(A) Indications for use. For prevention
of coccidiosis caused by Eimeria
adenoeides, E. meleagrimitis, and E.
gallopavonis, and for increased rate of
weight gain in growing turkeys.

(B) Limitations. Feed continuously as
sole ration. Withdraw 7 days before
slaughter. Do not feed to laying chickens
or water fowl. Keep out of lakes, ponds,
and streams. Halofuginone is toxic to
fish and aquatic life. Halofuginone is an
irritant to eyes and skin. Avoid contact
with skin, eyes, or clothing.

* %

Dated: April 26, 1996.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 96-11514 Filed 5-8-96; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF THE TREASURY

Bureau of Alcohol, Tobacco and
Firearms

27 CFR Part 24

[T.D. ATF-371; RE: Notice Nos. 800 and
805]

RIN: 1512-AB26

Materials and Processes Authorized
for the Production of Wine and for the
Treatment of Juice, Wine and Distilling
Material (93F-059P)

AGENCY: Bureau of Alcohol, Tobacco
and Firearms (ATF), Department of the
Treasury.

ACTION: Final rule (Treasury decision).

SUMMARY: This final rule amends the
wine regulations in 27 CFR Part 24 to
add or modify the use of 3 wine treating
processes and to add the use of 1 new
wine treating material. The use of these
new or modified wine treating processes
and materials has been found to be
acceptable in ““‘good commercial
practice” in the production, cellar
treatment, and finishing of wine,
pursuant to the provisions of Section
5382 of the Internal Revenue Code of
1986, since their use will not alter
vinous character or pose any health,
safety, or consumer deception problems.
EFFECTIVE DATE: July 8, 1996.

FOR FURTHER INFORMATION CONTACT:
Robert White, Coordinator, Wine, Beer
and Spirits Regulations Branch, Bureau
of Alcohol, Tobacco and Firearms, 650
Massachusetts Avenue NW.,
Washington, DC 20226 (202—927-8230).
SUPPLEMENTARY INFORMATION:

Background

Several members of the wine industry
petitioned ATF for approval of the use
of 3 wine treating processes and 1 wine
treating material in the production,
cellar treatment, and/or finishing of
wine. Only one of the processes, the
spinning cone column, is new and
would be used to reduce the ethyl
alcohol content of wine or to remove off
flavors in wine. The other two processes
are not new but either would be used in
combination or would be used for a
different purpose or at a different
limitation than previously authorized.
The processes to be used in combination
are reverse osmosis and ion exchange
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and would be used to remove excess
volatile acidity from wine. The process
which would be used at a different
limitation is ultrafiltration. And finally,
the new wine treating material, urease
enzyme, would be used to reduce urea
in wine, thereby reducing the possibility
of ethyl carbamate formation during
wine storage.

Notice No. 800

On September 30, 1994, ATF
published a notice of proposed
rulemaking (Notice No. 800) in the
Federal Register requesting that all
interested parties submit written
comments by November 29, 1994. Nine
comments were received including 2
comments which requested an
extension of the comment deadline. Due
to the requests for an extension of the
comment period, ATF published a
reopening notice (Notice No. 805) in the
Federal Register on January 18, 1995,
which reopened the comment period for
60 days ending on March 20, 1995.
Three comments were received in
response to the reopening notice making
a total of 12 comments received in
response to the 2 wine treating notices.

Summary of Comments

Six of the commenters stated that they
fully support the use of the spinning
cone column to reduce the ethyl alcohol
content of wine or to remove off flavors
from wine. One of the six commenters,
Mr. Vincent Indelicato of Delicato
Vineyards, also asked that the spirits
derived from the spinning cone column
process, if at a minimum proof of 100
or above, be approved for wine spirits
additions without any restrictions. Mr.
Indelicato also asked that spinning cone
column de-essenced juice be allowed in
all standard winemaking including the
fermenting of this de-essenced juice into
standard wine. Five of the six
commenters who addressed the use of
the spinning cone column also stated
that they support the additional requests
made by Mr. Indelicato.

One of the six commenters mentioned
above, Mr. Robert G. Kalik of the
American Vintners Association (AVA),
also stated that the AVA fully supports
the 3 new or modified wine treating
processes and the 1 new wine treating
material proposed in Notice No. 800.

Another commenter, Mr. Clark Smith
and Mr. Rick Jones of Vinovation, Inc.,
submitted a joint comment stating that
Vinovation fully supports the use of
reverse osmosis and ion exchange in
combination in a closed system to
remove excess volatile acidity from
wine. They also state in a separate
comment that it is their understanding
that use of the spinning cone column to

remove volatile acidity from wine is not
very practical since such removal of
volatile acidity would result in an equal
proportion of ethanol being removed
from the wine.

Two additional commenters in the
wine industry state that they fully
support the use of reverse osmosis along
with ion exchange to remove excess
volatile acidity in wine. Both state that
wine which has undergone this
treatment to remove excess volatile
acidity has been greatly improved in
quality. Both commenters believe that
adoption of this wine treating process
will represent a real benefit to the wine
industry as well as to the consumer.

Two commenters to Notice No. 800
asked for an extension of the comment
period to give them more time to
analyze the wine treating proposals and
to prepare a response. One of these
commenters represents the Delegation of
the European Commission (EC) and the
other represents the French government.

The final comment was from the
Delegation of the European Commission
in response to Notice No. 805 which
reopened the comment period for 60
days. This commenter states that the
comment represents the views of the
European Community. The commenter
states that the European Community is
concerned at the possibility of
introduction into regular winemaking of
the wine treating processes and
materials mentioned in the notice of
proposed rulemaking and considers that
their utilization could be problematic
for such wines imported into the
European Union. The commenter also
states that approval of such processes
and materials could complicate the
ongoing negotiations for an EC/US wine
agreement.

The commenter states that the
European Community would like to
draw attention to the fact that the
processes and materials described in the
notice are not currently authorized by
Council Regulation (EEC) No. 822/87,
particularly Title Il, which lays down
European Community rules governing
oenological practices and processes, and
Annex VI, which lists the practices and
processes authorized for wines
marketed in the European Union; nor
are these processes and materials
included in the Annex to Council
Regulation (EEC) No. 1873/84, which
details the oenological practices
authorized for wine imported into the
European Union from the United States.

Moreover, the commenter states that
the new materials and processes
described in the notice are not included
in the International Code of Oenological
Practices of the International Vine and
Wine Office (OIV) which is approved by

the governments of the member
countries of the OIV. The commenter
states that except for the use of urease,
these practices have not yet even been
the subject of preliminary discussions
nor have they been communicated to
this international forum.

In conclusion, this commenter states
that the European Community would
suggest that utilization of the materials
and processes proposed in Notice No.
800 would best be considered within
the bilateral framework of the ongoing
negotiations for an EC/US wine
agreement and within the multilateral
framework of the OIV. Consequently,
this commenter states that the European
Commission urges that the U.S.
authorities take no action on approving
these materials and processes until such
consultations with the EC and OIV have
taken place.

ATF Decision

After careful consideration of the
comments, ATF has decided to approve
the 3 wine treating processes and 1 wine
treating material proposed in Notice No.
800. These 3 wine treating processes
and 1 wine treating material have the
support of the U.S. wine industry and
have been determined to be in
accordance with good commercial
practice. Use of these 3 processes and 1
material will be a significant benefit to
consumers and to the wine industry by
enabling industry members to exercise
additional quality control in the
production of their wines.

ATF acknowledges that the European
Community has not currently approved
the use of these 3 wine treating
processes and 1 wine treating material
in their wines. However, we have
decided to go ahead and approve these
processes and materials for use by U.S.
wine producers because, after careful
review, we have concluded that their
use complies with the statutory
standard of good commercial practice.

ATF does not believe that it should
prevent the use of new wine treating
processes and materials that have been
found to be beneficial to industry
members and consumers alike, since it
has determined that the wine treatments
do not alter vinous character or pose
any health, safety, or consumer
deception problems. In addition, we feel
that the ongoing wine negotiations with
the European Community do not
foreclose or restrict our domestic
rulemaking decisions implementing
statutory standards under U.S. laws.

In regard to the requests to use spirits
derived from the spinning cone column
process for wine spirits additions and
the use of de-essenced juice derived
from the spinning cone column process
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in all standard winemaking, we have
determined that we need more time to
thoroughly analyze these requests and
will address these issues at a later time.

Wine Treating Processes
Spinning Cone Column

The spinning cone column (SCC) is a
gas-liquid contacting device which can
process a wide range of products
including slurries with very high solids
contents. It is a multi-stage mass transfer
device consisting of a series of
alternating stationary and rotary
truncated cones. During its operation
the product is fed at the top of the
column and then flows down the upper
surface of the stationary cones under the
influence of gravity and moves across
the upper surface of the rotating cones
in a thin film due to the applied
centrifugal force. The stripping gas
enters the bottom of the column and
flows counter current to the liquid
phase in the spaces between the fixed
and rotating cones.

The SCC is used in the production of
low alcohol wine, as well as to remove
off flavors in wine (e.g. volatile acidity,
ethyl acetate, hydrogen sulfide, etc.). In
the production of low alcohol wine, the
feed wine is initially run through the
SCC to recover the volatile wine flavor
essence. In the second stage of
processing, the flavor essence reduced
wine is run through the SCC to reduce
the alcohol in the wine to the desired
level. The essence, which has
previously been removed, is then added
back to the alcohol reduced wine to
produce a low alcohol wine which
retains its original flavor. The alcohol
which has been removed from the wine
can then either be used in accordance
with law and regulations or be
destroyed.

Treatment of wine utilizing the SCC
to remove off flavors, or to reduce the
alcohol content of the wine, may not
alter the vinous character of the wine.
Otherwise, the wine will no longer be
considered standard wine.

Since the separation of alcohol from
a fermented substance is considered to
be a distilling process, the SCC
operations cannot be conducted at
winery premises but must instead take
place at distilled spirits plant premises.

The SCC operations must be
conducted in accordance with the
following conditions:

1. The SCC removal of any alcohol
from the wine will be done on DSP
premises.

2. Records will be maintained for each
lot of wine put through the SCC and the
fractions derived from such wine

showing the date, quantity, and
disposition of each fraction.

3. In the production of reduced
alcohol standard wines using the SCC,
the same amount of essence will be
added back to any lot of wine as was
originally removed.

4. The destruction of any alcohol or
other fractions derived from the SCC
process must be in accordance with the
provisions of 27 CFR 19.691.

Reverse Osmosis and lon Exchange

In this process, reverse osmosis and
ion exchange are used in combination to
remove volatile acidity (VA) from bulk
wine. The process combines two
technologies already widely in use in
the wine industry.

The process involves utilizing reverse
osmosis to separate wine into various
components and then using ion
exchange to remove VA. The wine
components, minus the VA, are then
recombined in-line to form the original
wine minus the VA. The whole process
takes place in a closed system.

Regulations at 27 CFR 24.248 were
previously broad enough to allow ion
exchange to be used to remove volatile
acidity from wine or from various
components of wine. However, those
regulations did not authorize reverse
osmosis to be used for anything other
than to reduce the ethyl alcohol content
of wine. This regulation change will
allow reverse osmosis to also be used to
remove off flavors in wine which will
enable it to be used as part of an overall
process in a closed system to remove
VA from wine.

Normally, reverse osmosis must be
done on distilled spirits plant premises
because it is considered a distilling
process resulting in a distilled spirits
by-product. However, in this case, the
various components of wine will only
be created temporarily in a closed
system and will be immediately
recombined in-line to reconstitute the
original wine minus VA. Consequently,
ATF has concluded that this type of
reverse osmosis may be conducted on
bonded winery premises since no
separate distilled spirits product is
created as a final product or by-product.

Accumulation of ethyl alcohol outside
the closed system is not allowed. Any
accumulation of an ethanol solution on
winery premises may subject the
proprietor to the distilled spirits tax of
$13.50 per proof gallon imposed by
Section 5001 of the Internal Revenue
Code.

The footnote concerning processes
which must be done on distilled spirits
plant premises, located at the end of 27
CFR 24.248, has been revised to state
that under certain limited conditions,

reverse osmosis may be used on bonded
winery premises if ethyl alcohol is only
temporarily created within a closed
system.

Ultrafiltration

Previous regulations at 27 CFR 24.248
allowed ultrafiltration to be used for
various filtration purposes as long as the
following conditions were met:

(a) Permeable membranes are used
which are selective for molecules
greater than 500 and less than 25,000
molecular weight with transmembrane
pressures which do not exceed 100
pounds per square inch (psi).

(b) Use shall not alter vinous
character.

This final rule amends the regulations
to allow greater transmembrane
pressures to be used and still be
considered ultrafiltration. The revised
regulations allow less than 200 psi in
lieu of the current 100 psi. This more
liberal pressure limitation will provide
for greater throughput with no change in
the vinous character of the finished
wine. Without this increase in
throughput, the process is not
economically viable for many industry
members since they can achieve the
same result with other methods at a
much lower cost.

The less than 200 psi pressure
limitation was chosen as the upper limit
in order to maintain a clear distinction
between ultrafiltration and reverse
osmosis in terms of pressure. The two
processes are also differentiated by the
fact that the membranes specified for
reverse osmosis have a much smaller
pore size than those used in
ultrafiltration.

New Wine Treating Material
Urease Enzyme

The use of urease enzyme derived
from Lactobacillus fermentum has been
found to reduce levels of naturally
occurring urea in wine thereby helping
to prevent the formation of ethyl
carbamate during storage.

The enzyme is derived from the
nonpathogenic, hontoxicogenic
bacterium Lactobacillus fermentum. It
contains the enzyme urease (CAS Reg.
No. 9002-13-5) which facilitates the
hydrolysis of urea to ammonia and
carbon dioxide. It is produced by a pure
culture fermentation process and by
using materials that are generally
recognized as safe (GRAS) or are food
additives that have been approved for
this use by the Food and Drug
Administration (FDA).

Urease enzyme from Lactobacillus
fermentum was approved for use in
wine by FDA on December 21, 1992,
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effective January 21, 1993. The FDA
regulation cite is 21 CFR 184.1924,
Urease Enzyme Derived From
Lactobacillus Fermentum.

The enzyme is standardized with
glucose syrup solids and the urease
activity is adjusted to 3.5 units/mg.
Urease enzyme meets the general and
additional requirements for enzyme
preparations in the ““Food Chemicals
Codex,” 3rd edition (1981). In addition,
the urease enzyme is used in food at
levels not to exceed current good
manufacturing practice as defined in 21
CFR 184.1924.

The composition of the urease
enzyme preparation is as follows:

Killed whole cells of Lactobacillus
fermentum .......ccccoeeveiiiie e 20-35%
Glucose Syrup Solids.........cccceviiieennnes 65-80%

Due to the low usage level (10-200
ppm) and objective of usage, addition of
glucose syrup solids in this case is not
considered “sweetening” of the
beverage, which is prohibited in the
State of California for table wine.

The use of urease enzyme derived
from Lactobacillus fermentum is
economically self-limiting due to the
high cost of the material. FDA, in their
approval, did not set a specific
numerical limit but rather limited its
use to ‘“‘good commercial practice.”

Due to the recommendations from
industry and from the ATF laboratory,
we have established an upper limit for
the use of urease enzyme in wine of 200
mg/L, provided that the enzyme is
filtered prior to final packaging of the
wine, as a “‘good commercial practice.”

Regulatory Flexibility Act

It is hereby certified that this
regulation will not have a significant
economic impact on a substantial
number of small entities. This
regulation is liberalizing in nature and
will allow winemakers more flexibility
when producing their wines with no
negative impact on small entities.
Accordingly, a regulatory flexibility
analysis is not required because this
final rule is not expected: (1) To have
secondary, or incidental effects on a
substantial number of small entities; or
(2) to impose, or otherwise cause a
significant increase in the reporting,
recordkeeping, or other compliance
burdens on a substantial number of
small entities.

Executive Order 12866

It has been determined that this
regulation is not a significant regulatory
action as defined by Executive Order
12866. Accordingly this final rule is not
subject to the analysis required by this
Executive Order.

Paperwork Reduction Act

The provisions of the Paperwork
Reduction Act of 1980, Public Law 96—
511, 44 U.S.C. Chapter 35, and its
implementing regulations, 5 CFR Part
1320, do not apply to this final rule
because no requirement to collect
information is imposed.

Drafting Information: The principal author
of this document is Robert L. White, Wine,
Beer and Spirits Regulations Branch, Bureau
of Alcohol, Tobacco and Firearms. ATF Wine
Technical Advisor Richard M. Gahagan has
provided significant technical assistance in

the evaluation and review of data pertinent
to the preparation of this document.

List of Subjects in 27 CFR Part 24

Administrative practice and
procedure, Authority delegations,
Claims, Electronic funds transfers,
Excise taxes, Exports, Food additives,
Fruit juices, Labeling, Liquors,
Packaging and containers, Reporting
requirements, Research, Scientific
equipment, Spices and flavorings,
Surety bonds, Transportation,
Warehouses, Wine and vinegar.

Authority and Issuance

27 CFR Part 24—W.ine is amended as
follows:

PART 24—WINE

Par. 1. The authority citation for Part
24 continues to read as follows:

Authority: 26 U.S.C. 5001, 5008, 5041,
5042, 5044, 5061, 5062, 5081, 5111-5113,
5121, 5122, 5142, 5143, 5173, 5206, 5214,
5215, 5351, 5353, 5354, 5356-5357, 5361,
5362, 5364-5373, 5381-5388, 5391, 5392,
5551, 5552, 5661, 5662, 5684, 6065, 6091,
6109, 6301, 6302, 6311, 6651, 6676, 7011,
7302, 7342, 7502, 7503, 7606, 7805, 7851, 31
U.S.C. 9301, 9303, 9304, 9306.

Par. 2. Section 24.246 is amended in
the table in Paragraph (b) revising the
entry for enzymatic activity, and by
adding the new entry, “Urease”,
immediately after and directly under
Protease (Trypsin), to read as follows:

§24.246 Materials authorized for treatment
of wine and juice.
* * * * *

(b)* * *

Materials and use

Reference or limitation

* *

Enzymatic activity: Various uses as shown below

* *

* * *

* *

The enzyme preparation used shall be prepared from nontoxic and

nonpathogenic microorganisms in accordance with good manufactur-
ing practice and be approved for use in food by either FDA regula-
tion or by FDA advisory opinion.

* * *

* *

Urease: To reduce levels of naturally occurring urea in wine to help The urease enzyme activity shall be derived from Lactobacillus
fermentum per 21 CFR 184.1924. Use is limited to not more than
200 mg/L and must be filtered prior to final packaging of the wine.

prevent the formation of ethyl carbamate.

* * *

* *

PAR. 3. Section 24.248 is amended in
the table by revising the entries for
“Reverse osmosis’ and ‘“Ultrafiltration”,
by adding the entry for ““Spinning cone

column”, and by revising the footnote at
the end of the section to read as follows:

§24.248 Processes authorized for the
treatment of wine, juice, and distilling
material.

* * * * *
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Processes

Use

Reference or limitation

* *

Reverse osmosis? ............

wine,.

Spinning cone column? ....

wine,.

* *

Ultrafiltration .................... To

To reduce the ethyl alcohol content of
wine and to remove off flavors in

To reduce the ethyl alcohol content of
wine and to remove off flavors in

remove proteinaceous material
from wine; to reduce harsh tannic
material from white wine produced
from white skinned grapes; to re-

* * *

* *

Permeable membranes which are selective for molecules not greater than
500 molecular weight with transmembrane pressures of 200 psi and

greater. The addition of water other than that originally present prior to
processing will render standard wine “other than standard.” Use shall not

alter vinous character.

moved.

* * *

move pink color from blanc de noir
wine; to separate red wine into low
color and high color wine fractions
for blending purposes.

Use shall not alter vinous character. For standard wine, the same amount
of essense must be added back to any lot of wine as was originally re-

* *

Permeable membranes which are selective for molecules greater than 500
and less than 25,000 molecular weight with transmembrane pressures
less than 200 psi. Use shall not alter vinous character. 21 CFR 175.300,
177.1520, 177.1550, 177.1630, 177.2440, 177.2600, and 177.2910.

1This process must be done on distilled spirits plant premises. However, reverse osmosis, under certain limited conditions, may be used on
bonded winery premises if ethyl alcohol is only temporarily created within a closed system.

(Sec. 201, Pub. L. 85-859, 72 Stat. 1383, as
amended (26 U.S.C. 5381, 5382, 5385, 5386,
and 5387)).

Signed: March 11, 1996.
Bradley A. Buckles,
Acting Director.

Approved: April 1, 1996.
John P. Simpson,

Deputy Assistant Secretary (Regulatory, Tariff
and Trade Enforcement).

[FR Doc. 96-11611 Filed 5-8-96; 8:45 am]
BILLING CODE 4810-31-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 60
[FRL-5502-4]

Standards of Performance for New
Stationary Sources; Supplemental
Delegation of Authority to Mississippi

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Delegation of authority.

SUMMARY: On March 7, 1996, the state of
Mississippi, through the Department of
Environmental Quality, requested that
EPA delegate authority for
implementation and enforcement of
eight (8) ammended categories of the
New Source Performance Standards
(NSPS). Since EPA’s review of
Mississippi’s pertinent laws, rules, and
regulations showed them to be adequate
and effective procedures for the
implementation and enforcement of
these Federal standards, EPA has made
the delegation as requested.

EFFECTIVE DATE: The effective date of the
delegation of authority is April 15, 1996.

ADDRESSES: Copies of the request for
delegation of authority and EPA’s letter
of delegation are available for public
inspection during normal business
hours at the following locations:

Environmental Protection Agency,
Region 4, Air Programs Branch, 345
Courtland Street, Atlanta, Georgia
30365

Mississippi Department of
Environmental Quality, Bureau of
Pollution Control, Air Quality
Division, P.O. Box 10385, Jackson,
Mississippi 39289-0385.

Effective immediately, all requests,
applications, reports and other
correspondence required pursuant to
the newly delegated standards should
not be submitted to the Region 4 office,
but should instead be submitted to the
following address: Office of Pollution
Control, Mississippi Department of
Environmental Quality, P.O. Box 10385,
Jackson, Mississippi 39289—-0385.

FOR FURTHER INFORMATION CONTACT:
Scott M. Martin, Regulatory Planning
and Development Section, Air Programs
Branch, United States Environmental
Protection Agency, Region 4, 345
Courtland Street N.E., Atlanta, Georgia
30365, (404) 347-3555, x4216.

SUPPLEMENTARY INFORMATION: Section
301, in conjunction with Sections 110
and 111(c)(1) of the Clean Air Act as
amended November 15, 1990,
authorizes EPA to delegate authority to
implement and enforce the standards set
out in 40 CFR Part 60, (NSPS).

On November 10, 1981, EPA initially
delegated the authority for
implementation and enforcement of the
NSPS programs to the state of
Mississippi. On March 7, 1996,
Mississippi requested a delegation of

authority for implementation and
enforcement of the following NSPS
categories found in 40 CFR Part 60.

1. Subpart A—General Provisions
Except §60.8(b) (1) Thru (5); §60.11(e)
(7) and (8); §60.13(g) (i) and (j)(2)

2. Subpart Cb—Municipal Waste
Combustors Constructed On or before
December 19, 1995

3. Subpart Cd—Sulfuric Acid
Production Units

4. Subpart Ea—Municipal Waste
Combustors Constructed After
December 20, 1989 and On or Before
September 20, 1994

5. Subpart Eb—Municipal Waste
Combustors For Which Construction is
Commenced After September 20, 1994

6. Subpart NNN—Volatile Organic
Compound (VOC) Emissions From
Synthetic Organic Chemical
Manufacturing Industry (SOCMI)
Distillation Operations

7. Subpart RRR—Volatile Organic
Compound (VOC) Emissions From
Synthetic Organic Chemical
Manufacturing Industry (SOCMI)
Reactor Process

8. Appendix A—Test Methods

After a thorough review of the
request, the Regional Administrator
determined that such a delegation was
appropriate for this source category with
the conditions set forth in the original
delegation letter of November 30, 1981.
Mississippi sources subject to the
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requirements of this subpart will now be
under the jurisdiction of Mississippi.

Since review of the pertinent
Mississippi laws, rules, and regulations
showed them to be adequate for the
implementation and enforcement of the
aforementioned category of NSPS, the
EPA hereby notifies the public that it
has delegated the authority for the
source category listed above on October
30, 1995. The Office of Management and
Budget has exempted this rule from the
requirements of section 6 of Executive
Order 12866.

Authority: This notice is issued under the
authority of sections 101, 111, and 301 of the
Clean Air Act, as Amended (42 U.S.C. 7401,
7411, and 7601).

Dated: April 24, 1996.
A. Stanley Meiburg,
Acting Regional Administrator.
[FR Doc. 96-11478 Filed 5-8-96; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF TRANSPORTATION
Office of the Secretary

46 CFR Parts 403 and 404

[OST Docket No. 50248]

RIN 2105-AC21

Great Lakes Pilotage Rate
Methodology

AGENCY: Office of the Secretary, DOT.
ACTION: Final rule.

SUMMARY: The Department of
Transportation (the Department) is
responding to comments to a final rule
published April 11, 1995, establishing
new procedures and methodology for
determining Great Lakes pilotage rates
and making corresponding changes to
the financial reporting requirements
required of Great Lakes pilot
associations. Based on these comments,
the Department has made minor
changes to the rule. This final rule does
not change the existing Great Lakes
pilotage rates and charges.

EFFECTIVE DATE: This rule is effective on
June 10, 1996.

ADDRESSES: Unless otherwise indicated,
documents referred to in this preamble
are available for inspection or copying
at the office of the Docket Clerk, OST
Docket No. 50248, U.S. Department of
Transportation, 400 7th St. SW., room
PL-401, Washington, DC 20590 from 9
a.m. to 5:30 p.m., Monday through
Friday.

FOR FURTHER INFORMATION CONTACT:
Scott A. Poyer, Project Manager, St.
Lawrence Seaway Development

Corporation, 400 Seventh St. SW, Room
5421, Washington, DC 20590, 1-800—
785-2779, or Steven B. Farbman, Office
of the Assistant General Counsel for
Regulation and Enforcement, 400 7th St.
SW., room 10424, Washington, DC
20590, (202) 366—9306.

SUPPLEMENTARY INFORMATION:
Regulatory History

On December 7, 1988, the Department
of Transportation published the Great
Lakes Pilotage Study Final Report (1988
DOT Pilotage Study). The study
revealed weaknesses in accounting for
the expenses incurred by the pilot
associations and the need to formally
establish the factors used in establishing
pilotage rates. On April 25, 1990, the
Coast Guard published a final rule (55
FR 17580) establishing improved audit
requirements and general guidelines
and procedures to be followed in
ratemaking (CGD 92-072).

In May 1990, the Inspector General
(1G) for the Department of
Transportation initiated an audit of
Coast Guard oversight of Great Lakes
pilotage. The final report of the audit
(Audit of the U.S. Coast Guard’s
Oversight and Management of the Great
Lakes Pilotage Program), detailing
further issues affecting the basis for
Great Lakes pilotage rates, was issued
on December 14, 1990.

On August 2, 1991, a DOT Task Force
was formed to: (1) Develop an interim
rate adjustment; and (2) establish a new
pilotage ratemaking methodology. On
June 5, 1992, an interim rate increase
was published (CGD 89-104). The DOT
Task Force then developed a new
pilotage ratemaking methodology,
which the Coast Guard published in a
notice of proposed rulemaking (NPRM)
(59 FR 17303) dated April 12, 1994.

THE NPRM proposed to amend the
Great Lakes pilotage regulations by
establishing new procedures for
determining Great Lakes pilotage rates
and revising the financial reporting
requirements mandated for Great Lakes
pilot associations (CGD 92-072). The
NPRM also announced a public hearing
which was held in Cleveland, OH on
May 20, 1994. The comment period for
the NPRM ended on July 11, 1994.

In response to the NPRM and the
public hearing, the Coast Guard
received 31 comments and two requests
for additional public meetings to
explain the proposals contained in the
NPRM. In the Federal Register (59 FR
18774) on April 20, 1994, the Coast
Guard announced that it would conduct
two public meetings. The first public
meeting was held in Chicago, IL on May

3, 1994. The second public meeting was
held in Massena, NY on May 5, 1994.

The Coast Guard also received one
request to extend the comment period
for the NPRM. Because the comment
period for the NPRM was 90 days, the
Coast Guard and the Department
determined that there was sufficient
time to submit comments. Therefore, the
comment period was not extended.

On April 11, 1995, the Department
published a final rule with request for
comments (60 FR 18366) (1995 final
rule) establishing improved procedures
for determining Great Lakes pilotage
rates, and revised financial reporting
requirements mandated for Great Lakes
pilot associations. The comment period
ended on May 11, 1995. Although the
Coast Guard issued the NPRM under
authority delegated to the Commandant
by the Secretary, the Secretary issued
the 1995 final rule. On December 11,
1995, the Secretary transferred authority
to administer the Great Lakes Pilotage
Act of 1960 (Public Law 86-555, 46
U.S.C. 9301 et seq.) (the Act) to the
Administrator of the SLSDC.
Nevertheless, the Secretary is issuing
this final rule. Under 49 CFR 1.43(a), the
Secretary may exercise powers and
duties delegated or assigned to officials
other than the Secretary.

Several commenters requested that
the comment period for the rulemaking
be extended. Because all late-filed
comments were considered, and
because this rulemaking has already
been the subject of extensive public
comment, the Department determined
that there was sufficient time to submit
comments regarding this 1995 final rule.
Therefore, the comment period was not
extended.

Background and Purpose

Under the Act, vessels of the United
States operating on register and foreign
vessels must engage a U.S. or Canadian
registered pilot when traversing the
waters of the Great Lakes. The Act vests
the Secretary of Transportation with
responsibility for setting pilotage rates.
Section 9303(f) of the Act provides that
the Secretary shall prescribe by
regulation rates and charges for pilotage
services, giving consideration to the
public interest and the costs of
providing the services.

Currently, the navigable waters of the
great Lakes are divided into eight
pilotage areas. United States registered
pilots, along with their Canadian
counterparts, provide pilotage services
inareas 1, 2, 4, 5, 6, 7, and 8. Pilotage
area 3 (the Welland Canal) is currently
a wholly-Canadian area where only
Canadian pilots provide services.
Pilotage areas 2, 4, 6, and 8 are
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“‘undesignated waters.” Pilotage areas 1,
5, and 7 are “‘designated waters.” Pilots
are required to direct the navigation of
vessels in designated waters. Pilots are
required to be on board and available to
direct the navigation of vessels in
undesignated waters. The seven U.S.
pilotage areas are grouped together into
three pilotage districts. District 1
consists of areas 1 and 2. District 2
consists of areas 4 and 5. District 3
consists of areas 6, 7, and 8. Each
district has its own pilot association.
Section 9305 of the Act provides that
the Secretary of Transportation, subject
to the concurrence of the Secretary of
State, may make arrangements with the
appropriate agency of Canada to
prescribe joint or identical rates and
charges. The latest Memorandum of
Arrangements between the United
States and Canada, dated January 18,
1977, specifies that the Secretary of
Transportation of the United States of
America and the Minister of Transport
of Canada will establish regulations
imposing identical rates. A copy of this
Memorandum of Arrangements is
available in the docket and may also be
obtained by writing to Scott A. Poyer, at
the address listed under FOR FURTHER
INFORMATION CONTACT, above. In the
past, consultations between the United
States and Canada resulted in nominally
identical U.S. and Canadian rates.
However, there are differences in the
cost bases and in the operating
organizations of the U.S. and Canadian
pilots, particularly with regard to pilot
compensation. These differences need
to be takes into account in reaching
identical U.S. and Canadian rates. As a
result, the ratemaking methodology
contained in this final rule would not
translate directly into new rates, but
rather would form the basis for
proposals to be negotiated with Canada.

Discussion of Comments and Changes

The Department received nine
comments and thirteen endorsements of
one of the nine comments. Comments
came from one Great Lakes pilot
association, three Great Lakes Registered
Pilots, one professional association
representing pilots, one professional
association representing vessel
operators and steamship agents on the
Great Lakes, one labor organization, one
professional auditor, and the
comptroller of one Great Lakes pilot
association with thirteen endorsements
by individual members of that
association. Some of the comments
addressed issues that were not the
subject of the 1995 final rule. The
Department is responding only to those
comments relating to this rulemaking.

Three comments were generally
supportive of the 1995 final rule and
characterized it as an improvement over
the NPRM, but with some areas that still
need improvement. These comments
were made by one pilot group, one
professional organization representing
pilots, and one labor organization. Six
comments objected to the 1995 final
rule because it was considered to be
confusing, not viable, or not in
concurrence with the DOT IG’s
intentions. These comments were made
by one professional organization
representing vessel agents, one
professional auditor, three Great Lakes
Registered pilots, and one comptroller
of a Great Lakes pilot association with
thirteen endorsements. The Department
believes most of the methodology
presented in the 1995 final rule
represents a workable compromise
between the disparate interests
involved. Therefore, the ratemaking
methodology presented in the 1995 final
rule is substantially retained in this
final rule.

Four commenters objected to what
they perceived as the 1995 final rule’s
“elimination of annual audits.” The two
types of audits discussed in the Great
Lakes pilotage regulations (i.e., audits
by pilot associations, and audits by the
Director) are discussed in 46 CFR
§§403.300(b) and 404.1(b). Commenters
believed that the amended wording of
these sections eliminated a requirement
that pilot associations and/or the
Director conduct annual audits of the
pilot associations. Commenters believed
the elimination of these annual audit
requirements would weaken financial
oversight of pilot associations and
encourage spending abuse.

In fact, the 1995 final rule did not
eliminate annual audits. Pilot
associations were still required to obtain
an annual audit by an independent
certified public accountant.

However, the Department agrees that
the wording of the audit requirements
was not as clear as it could have been.
To make this requirement more clear,
the language of section 403.300(b) has
been amended to reinforce the
requirement that pilot associations be
audited by an independent CPA every
year, and to require that the audit
results be forwarded to the Director
every year. Section 404.1(b) has been
amended to reinforce the requirement
that the Director review the annual
association audits every year, and
conduct a thorough audit of pilot
association expenses at a minimum of
once every five years.

One commenter stated that
certification of financial reports by an
association officer, as required by 46

CFR §403.300(a)(3), is redundant and
“prejudicial” to the association’s regular
financial reporting. The Department
does not understand how certification of
financial documents could in any way
be “prejudicial,” and the commenter
did not elaborate on this point. The
Department agrees that there is a certain
amount of redundancy in requiring an
association officer such as a Treasurer,
to review the work of a bookkeeper or
accountant who prepares the financial
reports. However, this redundancy is
standard procedure in most well-
managed businesses, and is an
important safeguard against waste,
fraud, and abuse. For these reasons,
section 403.300(a)(3) is retained.

One commenter objected to section
404.5(a)(2) which requires the Director
to determine the reasonableness of pilot
association expenses by comparing
them to comparable expenses paid by
others in the maritime industry. The
commenter believes that there are no
industries on the Great Lakes
comparable to Great Lakes pilotage, as
pilotage is ““vastly different’”” from other
industries. The department disagrees.
The commenter did not elaborate on
how pilotage was different from all
other industries. Pilots operate in the
same marketplace as other maritime
industries on the Great Lakes, and incur
many of the same types of expenses.
The Department does not believe there
is any basis for the claim that pilotage
expenses cannot be compared with
anything else; therefore section
404.5(a)(2) is retained.

One commenter stated that the
provisions of 46 CFR §404.5(a)(5) are
unclear, inappropriate, and unfair. This
section requires that profits, but not
losses, from non-pilotage transactions be
included in ratemaking calculations.
The Department designed this section as
a disincentive to pilot association
speculation in non-pilotage related
businesses, since the Department does
not consider these types of transactions
to be in the public interest. As such,
section 404.5(a)(5) accomplishes its
intended objective, and is therefore
retained.

One commenter objected to 46 CFR
§404.5(a)(8)(ii), which provides that
lobbying expenses will not be allowed
for ratemaking purposes. The
Department has no objection to pilot
associations who wish to expend money
for lobbying purposes. However, it does
not seem reasonable to make others, i.e.,
those members of the public who pay
pilotage rates, pay for these expenses.
Therefore, section 404.5(a)(8)(ii) is
retained.

Four sets of comments from pilots and
their representatives questioned the
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methods used to compute pilot
compensation targets and pilot work
hour targets, which are used to set the
number of pilots for ratemaking
purposes. These methods are contained
in Step 2 of Appendix A to Part 404,
and section 404.5(a). This section
continues the Department policy of
maintaining income comparability
between Great Lakes Registered Pilots,
and masters/chief mates on Great Lakes
vessels, and the Department’s pilot work
hour targets of 1000 hours in designated
waters and 1800 hours in undesignated
waters. These policies were established
as a result of the 1988 DOT Pilotage
Study, which examined many
alternatives and selected the master/
chief mate targets and the work hour
targets. Commenters believed pilots
should earn more than masters/chief
mates, and/or pilots should work fewer
hours. Commenters proposed several
alternatives including income
comparability with State pilots, and
inclusion of travel time in the
calculation of pilot work hours. After
considering all the alternatives, the
Department is keeping this section of
the final rule unchanged. This is fully
consistent with the recommendation in
the 1988 DOT Pilotage Study, which
states, “The study team believes that
pilot compensation should be tied to the
local economy. The use of local masters
and mates pay scales has the important
impact of tying pilot compensation to
the regional industry pay levels. Salaries
of pilots, like those of teachers,
physicians, lawyers, and other
professionals, are tied to the
fluctuations of supply and demand for
their services in their particular locality.
In this fashion, Great Lakes pilots share
in the fortunes of the Great Lakes.”
Commenters offered no new information
that alters this assessment. Therefore
Step 2 of Appendix A to Part 404, and
section 404.5(a) are retained.

One commenter objected to the
Return on Investment (ROI) provisions
detailed in Step 5 of Appendix A to Part
404. The commenter believed a ROl is
not applicable or feasible for Great
Lakes pilot associations because: (a)
Pilot associations have no inventory, or
investment in inventory, and accounts
receivable are systematically collected
within a 12 month period; (b) the value
of fixed assets on the organizations’
balance sheets is immaterial and all
equipment is leased from related
parties; (c) there is no stockholder’s
equity in two associations and in the
third association it is not owned by all
the pilots; and (d) the ROl would not
have a significant impact on pilotage
rates. As stated by the Department in the

1995 final rule, a return element is an
important component of cost-based rate
methodologies. Rates that have been set
without a return element have been
vulnerable to legal challenge and do not
meet the goals of the investigations and
audits that underlie this rulemaking.
Also, in order to negotiate with the
Canadians we must have rates that can
withstand scrutiny as to their
conformity to sound ratemaking
principles. The Department believes it is
only fair to allow pilots a return on the
capital they invest. If, as the commenter
asserts, it is true that pilot associations
have little or no capital investments,
then it is true that the return on these
investments will be small. However,
this does not invalidate the principle
that pilots should receive a return on
the capital they invest. Whether their
capital be small or large, individuals
who invest in a business have a right to
expect a return on that capital.
Therefore the ROI provisions of section
404.5(a)(4), step 5 of appendix A, and
the formulas contained in appendix B
are retained.

Two commenters believe the 1995
final rule should address the business
structure of pilot associations. Currently
two pilot associations are structured as
partnerships and one pilot association is
structured as a corporation. One
commenter believes that the rule should
better equalize for the differences in
association structure. The other
commenter recommends that the 1995
final rule require all associations to
adopt the same business structure. At
the present time, it is Department policy
that each pilot association should be
permitted to adopt the business
structure that best suits its needs, and it
is incumbent on each association to live
with the costs and benefits inherent in
its choice. This policy allows pilots the
freedom to run their own businesses to
the maximum extent practicable, with
no discernably negative consequences
for the public. The Department is not
aware of any abuses of this policy at the
present time. However, if it becomes
necessary to reverse this policy, this
matter would be the subject of a future
rulemaking, subject to public input and
comment.

One commenter recommends that the
Great Lakes pilotage ratemaking
methodology should be clear and easy
to implement, and any future changes to
the methodology should be made with
the participation of the pilot
associations and a committee of
independent and professional
individuals. The Department agrees.
The Department has endeavored to
make the ratemaking methodology
contained in this rule as clear and easy

as practical. In that regard, three
commenters agree that the methodology
contained in the 1995 final rule is an
improvement over the methodology
proposed in the NPRM. Any changes to
the Great Lakes pilotage ratemaking
methodology that may be the subject of
future rulemakings will involve input
and comments from the pilot
associations and other members of the
public.

Four commenters believe the 1995
final rule granted the Director of Great
Lakes Pilotage too much authority and
would allow the Director to micro-
manage activities of the pilot
associations of which the Director is not
sufficiently knowledgeable. The
Department disagrees. The incumbent
Director of Great Lakes Pilotage is
extremely knowledgeable of pilotage
and other maritime activities. He has
been involved in the performance of
Great Lakes Pilotage Act functions for
approximately 11 years. He is a licensed
merchant mariner, and the former Head
of the Navigation Department at the
Maritime Institute of Technology and
Graduate Studies, the advanced training
facility of the International Organization
of Masters, Mates and Pilots. Moreover,
every previous Director of Great Lakes
Pilotage has had an extensive maritime
background, as well as experience in
dealing with merchant mariners and
pilots. The position description for the
Director of Great Lakes Pilotage position
requires a substantial maritime
background. In addition, the remaining
pilotage staff have extensive maritime
backgrounds and their positions require
maritime, economic, and ratesetting
knowledge and experience. Therefore,
the sections of the 1995 final rule
related to the Director’s authority and
discretion are retained.

Two commenters believe the U.S.
Government should cease oversight of
Great Lakes Pilotage, including the
ratemaking and financial oversight
regulations contained in this
rulemaking. The Department is making
no changes pursuant to this comment.
As stated earlier, the Act requires the
Secretary to prescribe by regulation
rates and charges for pilotage services.

Executive Order 12866

This rule is a significant regulatory
action under section 3(f) of Executive
Order 12866 and has been reviewed by
the Office of Management and Budget
under that order. It is significant under
the regulatory policies and procedures
of the Department of Transportation (44
FR 11040; February 26, 1979) because
rulemaking affecting the setting of
pilotage rates has been controversial and
of significant interest to the public.
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The Department expects the economic
impact of this rule to be minimal. This
rule does not represent a significant
departure from the current ratemaking
process, and there are no expected
increases in costs. Therefore, a full
regulatory evaluation is not necessary.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601 et seq.), the Department
must consider whether this final rule
will have a significant economic impact
on a substantial number of small
entities. “Small entities” include
independently owned and operated
small businesses that are not dominant
in their field and that otherwise qualify
as ‘“‘small business concerns’ under
section 3 of the Small Business Act (15
U.S.C. 632). One commenter believes
that this rule will have a significant
economic impact on a substantial
number of small entities. However, the
commenter did not elaborate on why
this impact would occur. Since this rule
is not a major change from past
rulemaking practices, and only three
pilot associations with a total of
approximately 40 members will be
directly affected by this rule, this final
rule should have little or no impact on
small entities that pay pilotage rates or
that receive income from pilotage rates.
Because it expects the impact of this
proposal to be minimal, the Department
certifies under 5 U.S.C. 605(b) of the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.) that this final rule will not have
a significant economic impact on a
substantial number of small entities.

Collection of Information

This rule contains collection-of-
information requirements. The
Department has submitted the
requirements to the Office of
Management and Budget (OMB) for
review under section 3504(h) of the
paperwork Reduction Act (44 U.S.C.
3501 et seq.), and OMB has approved
them. The part numbers are parts 401
and 403 and the corresponding OMB
approval number is OMB Control
Number 2115-0616.

Federalism

The Department has analyzed this
final rule under the principles and
criteria contained in Executive Order
12612, and has determined that this rule
does not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment. State action
addressing pilotage regulation is
preempted by 46 U.S.C. 9306, which
provides that a State or political
subdivision of a State may not regulate

or impose any requirement on pilotage
on the Great Lakes.

Environment

The Department considered the
environmental impact of this final rule
and concluded that this rule is
categorically excluded from further
environmental documentation under
section 2.B.2 of Commandant
Instruction M16475.1B. The rule is
procedural in nature because it deals
exclusively with ratemaking and
accounting procedures. Therefore, this
is included in the categorical exclusion
in subsection 2.B.2.1,—Administrative
actions or procedural regulations and
policies which clearly do not have any
environmental impact. A Categorical
Exclusion Determination has been
placed in the docket.

List of Subjects in 46 CFR Parts 403 and
404

Administrative practice and
procedure, Great Lakes, Navigation
(water), Penalties, Reporting and
recordkeeping requirements, Seamen.

For reasons set out in the preamble,
the Department proposes to amend Parts
403 and 404 of Title 46 of the Code of
Federal Regulations as follows:

PART 403—[AMENDED]

1. The authority citation for part 403
continues to read as follows:

Authority: 46 U.S.C. 8105, 9303, 9304; 49
CFR 1.46.

2. Section 403.300(b) is revised to
read as follows:

§403.300 Financial reporting
requirements.
* * * * *

(b) Required Reports:

(1) By April 1 of each year, each
Association shall obtain an annual
unqualified long form audit report for
the preceding year, audited and
prepared in accordance with generally
accepted auditing standards by an
independent certified public
accountant.

(2) Each Association shall forward
their annual unqualified long form audit
report, and any associated settlement
statements, to the Director no later than
April 7 of each year.

PART 404—[AMENDED]
3. Section 404.1(b) is revised to read
as follows:

Authority: 46 U.S.C. 8105, 9303, 9304, 49
CFR 1.46.

§404.1 General ratemaking provisions.
* * * * *

(b) Great Lakes pilotage rates shall be
reviewed annually in accordance with
the procedures detailed in Appendix C
to this part. The Director shall review
Association audit reports annually and,
at a minimum, the Director shall
complete a thorough audit of pilot
association expenses and establish
pilotage rates in accordance with the
procedures detailed in § 404.10 of this
part at least once every five years. An
interested party or parties may also
petition the Director for a review at any
time. The petition must present a
reasonable basis for concluding that a
review may be warranted. If the Director
determines, from the information
contained in the petition, that the
existing rates may no longer be
reasonable, a full review of the pilotage
rates will be conducted. If the full
review shows that pilotage rates are
within a reasonable range of their target,
no adjustment to the rates will be
initiated.

Issued at Washington, DC this 2nd day of
May, 1996.

Federico Pefa,

Secretary of Transportation.

[FR Doc. 96-11499 Filed 5-8-96; 8:45 am]
BILLING CODE 4910-62-P

Research and Special Programs
Administration
49 CFR Parts 107, 171, 173 and 178

[Docket No. HM-207C, Amdt. Nos. 107-38,
171-141, 173-249, and 178-113]

RIN 2137-AC63
Exemption, Approval, Registration and

Reporting Procedures; Miscellaneous
Provisions

AGENCY: Research and Special Programs
Administration (RSPA), DOT.
ACTION: Final rule.

SUMMARY: In this final rule, RSPA
revises procedures for applying for
exemptions and establishes procedures
for applying for approvals, and
registering and filing reports with RSPA.
In addition, RSPA amends certain
provisions, mostly procedural, in the
Hazardous Materials Regulations. This
rulemaking action is intended to
expedite processing of applications and
to promote clarity and program
consistency. It is part of the President’s
Regulatory Reinvention Initiative to
revise all agency regulations that are in
need of reform.
DATES: Effective date: The effective date
of these amendments is October 1, 1996.
Compliance date: Voluntary
compliance with the regulations, as
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amended herein, is authorized as of July
12, 1996.

FOR FURTHER INFORMATION CONTACT:
Kathleen Stokes Molinar, Office of the
Chief Counsel, (202) 366—4400, or Diane
LaValle, Office of Hazardous Materials
Standards, (800) 467-4922, RSPA,
Department of Transportation, 400 7th
Street, SW, Washington, DC 20590—
0001.

SUPPLEMENTARY INFORMATION:
|. Background

The Federal hazardous material
transportation law (Federal hazmat law;
49 U.S.C. 5101-5127) directs the
Secretary of Transportation to prescribe
regulations for the safe transportation of
hazardous materials in commerce. RSPA
is the agency within the Department of
Transportation primarily responsible for
implementing the Federal hazmat law.
RSPA does so through the Hazardous
Materials Regulations (HMR; 49 CFR
Parts 171-180). Under 49 U.S.C.
5117(a), RSPA is authorized to issue an
exemption from specific requirements of
the Federal hazmat law or the HMR if
an applicant demonstrates that public
safety will not be compromised. The
procedures governing application for an
exemption and the manner in which the
application is processed are found at 49
CFR part 107, subpart B.

In numerous instances, the HMR
require approval by, or registration with,
RSPA before a person may engage in
particular hazmat transportation-related
activities in areas such as manufacturing
and certifying hazardous material
packagings, offering hazardous materials
for transportation, and transporting
hazardous materials. The HMR also
impose reporting requirements on
persons engaging in certain hazardous
materials transportation activities. A
significant portion of the regulated
community is subject to one or more of
these requirements. Procedures to be
followed in seeking an approval from
RSPA, registering with RSPA, or
reporting to RSPA are often found in the
HMR provision establishing the
particular requirement, but in many
cases these procedures are absent or
incomplete.

This final rule revises procedures for
exemptions in subpart B of part 107 and
establishes procedures for approvals,
registrations and reports in subpart H of
part 107. Establishment of formal
procedures for approval, registration,
and reporting activities provides
uniform and consistent guidance to all
those who may be subject to these
requirements in the HMR, and fosters
consistency in RSPA'’s handling of these
matters. Additionally, this final rule

minimizes RSPA’s need to seek
additional information from applicants
in order to complete the processing of
these matters.

The procedures adopted in this final
rule for approvals, registrations, and
reports are limited in their application.
Other Federal agencies (e.g., the United
States Coast Guard (USCG) and the
Federal Railroad Administration (FRA))
issue approvals or receive registrations
or reports under the HMR. For example,
under §176.415, persons are required to
obtain approvals from the USCG before
loading or unloading certain explosives
onto or from vessels. The procedures
established in this rule apply only with
respect to those matters under the HMR
that are handled by RSPA. Those
matters for which the HMR assign
responsibility to other entities will
continue to be handled according to the
procedures of those entities.

1l. Regulatory Reinvention Initiative

In a March 4, 1995 memorandum, the
President directed Federal agencies to
review all agency regulations and
eliminate or revise those that are
outdated or in need of reform. On April
4,1995 (60 FR 17049), and July 28, 1995
(60 FR 38888), RSPA issued notices
requesting comments on regulatory
reform and announcing several public
meetings nationwide to identify
obsolete and burdensome regulations
that can be eliminated from the HMR
and techniques to improve RSPA’s
customer services. Some of the
commenters responding to those notices
and participating in the public meetings
identified the exemption and approval
procedures as areas in need of
clarification and reform. This rule is
consistent with the goals of the
President to clarify and revise Federal
agency regulations to relieve
unnecessary regulatory burdens and to
clarify regulatory requirements.

I11. Summary of Comments and
Regulatory Changes

On September 14, 1995, RSPA
published a notice of proposed
rulemaking (NPRM) under Docket HM—
207C (60 FR 47723). In the NPRM,
RSPA proposed to revise the exemption
procedures of subpart B of part 107 and
adopt new procedures in subpart H of
part 107 for approvals, registration, and
reporting information to RSPA.

RSPA received 16 comments to the
NPRM from offerors and carriers of
hazardous materials, chemical and
packaging manufacturers, consulting
firms, and the United States Department
of Energy. Commenters were generally
supportive of RSPA’s effort to revise and
clarify the procedures for exemptions
and establish procedures for approvals,

registration, and reporting. The
comments and RSPA’s response to them
are discussed below.

Part 107
Subpart A—General Provisions

§107.3 Definitions.

Commenters requested clarification of
the difference between approvals and
exemptions and, further, requested that
RSPA explain the difference between an
approval and a competent authority
approval. An approval is a written
authorization to take some action
delineated in a particular regulation
(e.g., 8§173.21) in the HMR and is
specifically authorized in that
regulation. Approvals generally are
limited in scope, such as in
§178.604(b)(2) that authorizes an
applicant to apply for an approval to
deviate from the number of samples
used in conducting a leakproofness test.
Because issuance of all approvals is
specifically recognized in the HMR and
almost all approval documents can be
made available for public review,
applications are not published in the
Federal Register.

Sections 171.11 and 171.12 authorize
compliance with international standards
(i.e., the International Civil Aviation
Organization’s Technical Instructions
for the Safe Transport of Dangerous
Goods by Air (ICAO Technical
Instructions) and the International
Maritime Dangerous Goods Code (IMDG
Code)) as an alternative to compliance
with certain provisions of the HMR. For
certain types of activities, both the ICAO
Technical Instructions and the IMDG
Code have provisions which require that
the activity be approved by the
competent authority of the country of
origin. The Associate Administrator for
Hazardous Materials Safety (Associate
Administrator), RSPA, is the competent
authority for the United States of
America (see the definition of
“‘competent authority” in 49 CFR
§171.8).

A competent authority approval
means an approval by the competent
authority which is required under the
provisions of international regulations,
such as the ICAO Technical Instructions
or the IMDG Code. To the extent that it
satisfies the requirement of the
international regulations, any of the
following may serve as a competent
authority approval: a specific regulation
of subchapter A or C, an exemption or
approval issued under the provisions of
subchapter A or C, or a separate
document issued to one or more persons
by the Associate Administrator. In other
words, if an activity is authorized for
international transport under the HMR,
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then the HMR serves as the competent
authority approval. An exemption or
approval may serve as a competent
authority approval provided the
exemption or approval does not prohibit
any international transport. To facilitate
international commerce, for a function
that relates only to a requirement of an
international standard, and not to the
HMR, the Associate Administrator may
issue a competent authority approval as
a separate document that is not related
to either an approval or an exemption
under the HMR.

An exemption allows an applicant to
perform a function which is not
authorized under the HMR and which,
in fact, would be a violation of the HMR
in the absence of the exemption. An
exemption may involve an authorization
to engage in a function for which there
is no provision in the regulations. A
“manufacturing exemption” is an
exemption issued to a manufacturer of
packagings who does not offer for
transportation or transport hazardous
materials in packagings subject to the
exemption.

The process of applying for an
exemption, as provided by the Federal
hazardous materials transportation law
(49 USC 5117), requires that the
applicant provide documentation
demonstrating that the proposed process
or activity will meet a level of safety at
least equivalent to that provided by the
HMR or, if the regulations do not
contain a specified level of safety, will
be consistent with the public interest.
Notice of most exemption applications
is published in the Federal Register for
public comment prior to their being
granted or denied.

For clarity, RSPA is adopting
definitions in § 107.3 for “‘approval,”
‘“‘competent authority approval,”
“exemption,” and ‘“manufacturing
exemption” to differentiate between
approvals and exemptions and clarify
the types of exemptions and approvals
that are issued.

One commenter requested that the
proposed term “‘accident” be replaced
with “incident” to avoid confusion. The
commenter stated that the word
“incident” is currently used in the HMR
and has the same connotation as the
proposed definition of accident. The
commenter also stated that other modal
agencies within DOT use the term
“accident” to mean a collision between
moving vehicles (e.g., the FHWA
expressly defines “‘accident’” as a motor
vehicle collision). RSPA agrees and is
adopting the term “incident” to refer to
an event resulting in the unintended or
unanticipated release of hazardous
material or an event which meets

incident reporting requirements in
171.150r 171.16.

Another commenter suggested that
RSPA define the term ‘“‘registration” to
describe what the term includes, rather
than what it does not include. The
commenter recommended that the
wording *“ ‘registration’ does not include
registration under Subpart F or G of this
part” be removed. RSPA agrees that
providing examples of the types of
registration covered under this
definition is beneficial and is adding
several examples. RSPA has not granted
the commenter’s request to delete the
language referencing specific
registration requirements that are not
included in the definition. RSPA
believes that this exclusionary language
provides as much guidance as a
description of what types of
“registration” are included in the
definition.

No comments were received
concerning other proposed definitions,
and those definitions are adopted as
proposed.

Subpart B—Exemptions

§107.101 Purpose and scope. One
commenter requested that all
exemptions be described as ‘‘competent
authority approvals” to provide for
greater acceptance outside the United
States since competent authority
approvals are accepted internationally.
An exemption concerns a variance from
the HMR and not the international
regulations. As previously indicated, an
exemption may be used as competent
authority approval to the extent that it
is suitable for international transport
and satisfies the approval requirement
of the applicable international
regulation. However, a number of
exemptions, such as those applicable to
transportation by motor vehicle only,
are not applicable under international
regulations. Therefore, RSPA is not
adopting the commenter’s suggestion.

Another commenter suggested that
RSPA adopt only two procedures: one
for approvals and exemptions, and the
other for registrations and reports. The
commenter contended that the
requirements, procedures, and
justifications related to exemptions and
approvals are sufficiently different that
users of the regulations are better served
by RSPA providing separate, self-
contained provisions for exemptions
and approvals. This commenter added
that since applicants are not always sure
whether to submit an application
requesting an exemption, approval or
registration, RSPA should be
responsible for determining the
appropriate action since the data
required for each is the same. RSPA is

not adopting the commenter’s
suggestion that RSPA determine the
appropriate action for submitted
applications because it is the applicant’s
responsibility to make this
determination and the requirements are
different. By defining the terms
“‘exemption,” “approval,” and
“registration,” as well as clarifying the
procedures for obtaining each, RSPA is
assisting applicants in determining the
appropriate action.

One commenter stated that the
exemption procedures do not provide
for carrier exemptions. The commenter
requested that more general procedures
be adopted for carrier exemptions
because the application information
differs from that required for shippers
and packaging manufacturers. For
consistency, RSPA utilizes the same
exemption application procedure for all
applicants (e.g., packaging
manufacturers, shippers, and carriers).
In this final rule, RSPA is clarifying the
types of information required of an
exemption applicant (see preamble
discussion under § 107.105).
Additionally, RSPA is including
language in the rule under the
““emergency processing” provisions of
§107.117 which should assist carriers
by directing an applicant to seek an
emergency exemption through the
modal office for the proposed initial
mode of transportation.

One commenter strongly
recommended that RSPA incorporate
more exemptions into the HMR to allow
industry more flexibility and reduce the
number of exemptions. The commenter
requested that RSPA explain the
standards which it utilizes to determine
which exemptions are incorporated into
the HMR. The commenter stated that
“making this information [the standards
which RSPA utilizes] public would
provide a clearer picture of the need for
a more flexible regulatory scheme and
give a benchmark on which to assess
efforts to incorporate existing
exemptions.”

Although RSPA has no formal set of
standards for selecting exemptions to be
converted to regulations of general
applicability, RSPA periodically
reviews existing exemptions to
prioritize them as to their suitability for
conversion to regulations. Whether a
specific exemption is a candidate for
regulatory action depends on any
number of factors, such as the expressed
interest of the exemption holder or
others, the suitability of the exemption
for conversion, rulemaking activity in
related areas, agency priorities, and
whether the process, packaging or
activity authorized by the exemption
has provided a clearly demonstrated
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level of safety equivalent to that which
is provided by the HMR.

Another commenter recommended
that RSPA automatically incorporate
exemptions into the HMR after the
second renewal of the exemption. RSPA
agrees that if an exemption of general
applicability demonstrates a level of
safety equivalent to the HMR, the
provisions of the exemption ultimately
may be suitable for incorporation into
the HMR. However, RSPA is not
adopting the commenter’s
recommendation. As previously
discussed, a number of factors influence
whether an exemption is proposed for
conversion to a regulation.

§107.105 Application for
exemption. Commenters supported
RSPA'’s proposal to require that
applicants submit exemption
applications in duplicate, rather than
triplicate. Commenters stated that this
amendment would reduce the burden
on applicants, and RSPA is adopting the
requirement as proposed.

One commenter requested that
applicants be required to submit the
application information in numerical
order consistent with the application
procedures so that RSPA can quickly
determine if any information is missing.
While RSPA encourages applicants to
follow the format utilized in the rule
when submitting application materials,
RSPA believes that its personnel can
expeditiously determine the
completeness of an application. Further,
RSPA does not want to place another
requirement on applicants; therefore,
RSPA recommends but is not mandating
use of this commenter’s suggestion.

Another commenter suggested that
proposed §107.105 (a)(2) and (a)(4) be
combined. Proposed paragraph (a)(2)
requires that an applicant who is not an
individual (i.e., the applicant is a
corporation, partnership, or the like)
designate an agent pursuant to the laws
of the United States. Proposed
paragraph (a)(4), however, requires a
foreign applicant to designate an agent
within the United States. This
paragraph applies to both individuals
and legal entities. To avoid confusion
between an agent for a U.S. applicant
that is not an individual and an agent
for a foreign applicant, RSPA is keeping
the two requirements as separate
paragraphs (a)(2) and (a)(3),
respectively, in this final rule.

One commenter suggested that RSPA
require applicants to provide a Material
Safety Data Sheet (MSDS) or emergency
response information for hazardous
materials in an application to confirm
that this information is consistent with
the Emergency Response Guidebook.
RSPA agrees that an MSDS may contain

useful information, such as hazard
properties of a commodity, for inclusion
in an application and this information
may be needed to justify an application.
RSPA believes that an MSDS is not
necessary in most instances and did not
propose to require MSDS’ or emergency
response information with exemption
applications. Therefore, RSPA is not
adopting the commenter’s suggestion.

Several commenters expressed
concern regarding what they perceive as
the increased quantity and detail of
information required to be included in
an exemption application. Some
commenters stated that supplying this
information would place an undue
burden on applicants and make it more
difficult or even impossible to obtain an
exemption or approval. Without
providing any supporting statistics or
financial data, one commenter stated
that trying to meet some of these
requirements could substantially
increase the paperwork burdens for both
the applicant and RSPA, and the U.S.
Department of Energy (DOE) stated that
the new requirements would impose
severe economic impacts on applicants
who use contractors because the
contractors would have to perform
extensive analyses and compilation of
information to satisfy the new
requirements.

RSPA believes that the administrative
burden on applicants remains
unchanged under proposed § 107.105
and under the provisions adopted in
this final rule. The information and
analyses set forth in this final rule for
exemption applications are essentially
what is required under the Federal
hazmat law and what RSPA historically
has requested, often during the
processing of the exemption. By clearly
specifying this information in the
regulations, RSPA hopes to minimize
delays in application processing and
requests for extra submissions from
applicants occasioned by RSPA’s having
to obtain additional information from
exemption applicants at a later time.
Additionally, the commenters who
raised these “increased burden”
arguments have not submitted
supporting documentation
demonstrating that exemption
applicants’ paperwork or economic
burdens will be increased by this
regulatory change. Finally, RSPA notes
that an applicant is not required to
submit information which is
inapplicable to the exemption request or
which is impracticable for the applicant
to obtain. Therefore, RSPA does not
believe that paperwork and economic
burdens upon an exemption applicant
will increase, and is adopting the

regulatory change essentially as
proposed.

Several commenters requested that
RSPA clarify certain information
required in the proposed application
procedures. Specifically, one
commenter recommended that RSPA
consolidate and clarify the information
required in proposed paragraphs (a)(14)
through (a)(18). Another commenter
requested clarification of what is meant
in proposed § 107.105(a)(16) by “‘any
increased risk to safety or property that
may result if the exemption is granted.”
The commenter stated that RSPA needs
to specify the extent of analysis an
applicant is required to provide in the
application. Another commenter
requested that RSPA add language in
proposed paragraphs (a)(16) and (a)(18)
that applicants provide risks that “are
known or could reasonably have been
expected to be known™ to clarify that a
“full-blown” risk assessment is not
intended by RSPA. Another commenter
added that it is unclear whether an
applicant is required to include the
information in proposed paragraph
(2)(18). The commenter requested that
RSPA add some examples to clarify
when the provision is required.

The Federal hazmat law requires each
person seeking an exemption to provide
a safety analysis that justifies the
exemption (49 U.S.C. 5117(b)). The
information required under § 107.105 is
intended to elicit the information and
analyses necessary to demonstrate that
the requested exemption provides an
equivalent level of safety to that
afforded by the HMR or, if the HMR do
not establish a level of safety, is
consistent with the public interest and
will adequately protect against risk to
life and property.

The safety analyses required to
support exemptions can vary greatly.
The analyses may range from simple
comparative analyses relied upon by an
applicant seeking an exemption which
will permit minor variations in
packaging, to complex risk analyses for
complex packaging systems involving
new technologies or materials of
construction. The risks presented by
new technologies and materials are
often more difficult to evaluate, and
may require a more extensive safety
analysis.

Successful shipping experience may
be useful to support a safety analysis,
but does not necessarily demonstrate
that a particular package or transport
practice provides a level of safety
equivalent to that authorized.
Successful shipping experience may
only indicate that a package was not
subjected to a drop, impact, or fire
during transportation. A safety analysis
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of a package or transport practice that
includes exposure to normal and
accident environments is a more valid
indication of the level of safety provided
by the package or transport practice,
than simply looking to whether a
history of incidents exists. Therefore,
RSPA is requiring the applicant to
describe all relevant shipping and
incident experience of which the
applicant is aware that relates to the
application. The applicant also must
specify safety control measures (e.g., use
of a private carrier or additional
packaging) necessary to demonstrate
that the proposed package or transport
practice meets a level of safety
equivalent to that afforded by the HMR
and is in the public interest. In response
to commenters’ requests, RSPA is
clarifying the information specified in
proposed paragraphs (a)(16) through
(a)(18).

Several commenters stated that
certain requested information may be
unavailable to the applicant. One
commenter stated that some of the
requested information, such as service
life and performance of an alternative
packaging, constitutes reasons for the
exemption—to find these answers by
authorizing controlled shipments under
an exemption. Commenters stated that
the proposed changes facilitate the
ability of the Associate Administrator to
reject an application not deemed
complete. One commenter stated that, if
an applicant cannot identify a potential
failure mode and its possibility of an
occurrence, the application would be
deemed incomplete and could be
denied.

The proposed language of §107.105
was intended to expedite processing of
exemption applications for the benefit
of persons seeking exemptions. RSPA
acknowledges that not all information
about a proposed alternative packaging
or activity is available at the time an
exemption is requested. However, an
exemption is granted only when an
applicant has provided sufficient
information to demonstrate that the
requested variation from the regulatory
requirement will afford a level of safety
equivalent to that which is provided by
the HMR. This demonstration must
include information relevant to the
expected service, performance and
limitations of the packaging.

Commenters also stated that certain
information may not be applicable to
some exemptions. For example, some
commenters expressed concern that the
requirement to provide detailed
commodity information (proposed
§107.105(a)(12)) may not be necessary
or appropriate for an exemption that
authorizes manufacture of a packaging.

The commenters stated that lack of this
information could result in the rejection
of the application. Commenters
requested that § 107.105 be modified to
indicate that such detailed information
must be included in an application only
when appropriate based on the nature of
the exemption being sought. In response
to commenters’ concerns, RSPA is
requiring the applicant to provide
information in the application only
when it is appropriate to demonstrate
that the proposal meets the statutory
and regulatory standards. Therefore, this
final rule indicates that an applicant
need only submit information that is
relevant to an application.

Other commenters expressed
opposition to RSPA’s proposal to extend
the recommended time period for filing
an exemption application from 120 days
to 180 days before the requested
effective date of the exemption. The
commenters indicated that this
extended deadline appeared to be
contrary to the stated purpose of the
rule—reduction of the processing time
of exemption applications and renewals.
Another commenter requested that
RSPA also issue or deny an exemption
in the same time period when a
properly prepared application is
submitted. RSPA’s proposal was
intended to parallel the Federal hazmat
law requirement, 49 U.S.C. 5117, that
the Secretary of Transportation issue or
renew an exemption for which an
application was filed, or deny such
issuance or renewal, within 180 days
after the first day of the month following
the date of the filing of such application.
RSPA understands that many parties
requesting exemptions cannot anticipate
their needs beyond four months.
Therefore, RSPA is addressing the needs
of its customers by retaining the 120-day
application filing time. However, RSPA
notes that 120 days is often not enough
time for processing an incomplete or
very complicated exemption
application, and encourages parties to
file an application for an exemption as
early as possible.

Another commenter objected to the
proposal to limit the use of
manufacturing exemptions to specific
plants or locations. The commenter
stated that many shippers are also
manufacturers and use more than one
vendor to supply a packaging. The
commenter requested the flexibility to
use alternative suppliers of its
packaging. RSPA did not propose to
limit the use of manufacturing
exemptions to particular plants, but to
require applicants to identify the
location of each facility where an
exemption would be used. It was
RSPA’s intention to limit the

application and definition of a
manufacturing exemption to a
manufacturer of packagings who does
not offer for transportation or transport
hazardous materials in the exemption
packagings it produces (i.e., a business
entity engaged in the manufacturing and
marketing packagings for use by other
entities). A person who manufacturers,
marks and sells packagings under an
exemption may do so at dozens of
facilities without restriction; however,
RSPA is retaining the requirement that
applicants for manufacturing
exemptions identify the location of each
facility where manufacturing under an
exemption will occur. The requirement
does not apply to shippers who produce
packagings for their own use.

Based on the foregoing, RSPA is
revising the exemption application
procedures essentially as proposed with
modifications as described above,
reformatting of the section and revising
of certain provisions to make them less
burdensome.

§107.107 Application for party
status. This section is adopted
essentially as proposed. Paragraph (a)(4)
is revised to delete an information
requirement pertaining to consent to
U.S. jurisdiction. Paragraph (c) is
revised to reference §107.113 (e) and (f)
for the manner by which the Associate
Administrator grants or denies
applications.

§107.109 Application for renewal.
This section is adopted essentially as
proposed. One commenter requested
that one renewal application suffice for
all parties to an exemption. A single
renewal application would not provide
all incident experience encountered by
all parties to an exemption. Further,
where there are numerous parties to an
exemption and each attained party
status on a different date, issuance of a
blanket renewal for all parties becomes
unworkable from a timing perspective.
For example, persons who attained
party status close to the date for the
blanket renewal may find themselves
immediately faced with renewal. RSPA,
therefore, is not adopting this
suggestion.

One commenter encouraged RSPA to
extend the exemption renewal process
from two years to five years to alleviate
some of the administrative burdens on
RSPA and the regulated industry. The
commenter stated that RSPA could
determine whether an exemption
should continue based on any incidents
that occur during the life of the
exemption. Another commenter stated
that an exemption period of three years
may be more appropriate for the
information required in the revised
application procedures. Another
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commenter suggested that RSPA seek a
legislative change that allows
exemptions to remain in effect until
such time as the Secretary finds that
continuation is no longer in the public
interest or the exemption holder
withdraws the exemption. The Federal
hazardous materials transportation law
(49 U.S.C. 5117) currently provides that
an exemption can be issued for no more
than a two-year maximum period of
time; therefore, RSPA lacks statutory
authority to extend the two-year period.
However, on March 27, 1996, a
legislative proposal was sent to
Congress which included a request that
the two-year exemption limitation be
extended to four years.

8§107.111 Withdrawal. One
commenter requested that RSPA clarify
that all documents deemed confidential
by the Associate Administrator in
accordance with §107.5 that are related
to an active or inactive application will
remain confidential. RSPA accepts the
commenter’s suggestion and is adding a
statement in this section clarifying this
point and further clarifying that the time
period for which confidential treatment
will be afforded comports with the
guidelines of the Freedom of
Information Act (5 U.S.C. 552(b)).
Specifically, submissions which fall
within the definition of “‘trade secrets”
or “‘commercial or financial information
obtained from a person and privileged
or confidential’” will remain
confidential indefinitely, unless the
party requesting the confidential
treatment notifies the Associate
Administrator that the confidential
treatment is no longer desired.

§107.113 Application processing.
Commenters raised concerns about the
proposed language in paragraph (a) with
respect to the time frame in which a
determination is made concerning
whether an application is complete. The
commenters requested that RSPA
remove the proposed wording “‘usually
is made”’ and retain the current wording
“will be made.” One commenter stated
that the requirement is reasonable since
it is only a determination of the
application’s completeness and not a
decision on its merits. RSPA agrees with
the commenter and is retaining the
current wording in paragraph (a) as
requested.

Seven of the 15 commenters were
strongly opposed to RSPA’s proposal to
consider the existence of pending or
completed enforcement actions as a
factor in determining whether an
exemption applicant demonstrates
fitness to conduct an activity that would
be authorized under the exemption. One
commenter stated that RSPA’s technical
experts should be able to determine the

safety of the subject of a proposed
exemption request without reference to
enforcement actions on unrelated
subjects. Another commenter stated
that, historically, RSPA could deny an
exemption application on any basis. The
commenter stated that the proposed
language could create an unnecessarily
adversarial situation. One commenter
stated that it objected to consideration
of pending or completed enforcement
actions as ‘““prima facie evidence of an
applicant’s capability or integrity.” The
commenter stated that, in cases where
assessed penalties were low,
respondents in enforcement actions may
have adopted a ‘“‘no contest’ posture in
an enforcement action and paid a
penalty, rather than expend the time
and money necessary to litigate an
action. If enforcement history is used
against these respondents, the
commenter said that a business decision
to not contest the action would have
more severe consequences than
successful resistance to an enforcement
action by a more litigious respondent.
The commenter also stated that denial
of an exemption or approval because of
enforcement history would punish the
violator twice for a violation. The
commenter added that Congress, in
developing the hazardous materials
transportation legislation, had
considered and rejected adoption of a
licensing concept because existing
enforcement powers are sufficiently
strong to address violations, without
denying authority to operate under an
exemption or approval. The commenter
concluded that the *“‘enforcement
history” provision should be very
narrowly tailored: only prior violations
which indicate flagrant disregard for
HMR compliance should be considered.
Another commenter suggested that only
enforcement actions of a “significant
nature’’ be considered evidence of
insufficient competence or integrity.

In general, RSPA believes that
consideration of completed enforcement
actions and certain pending
enforcement actions as evidence of an
applicant’s capability and integrity is a
legitimate means of protecting the
public. It is not punishment but
recognition of relevant information.
Enforcement actions may be indicative
of an applicant’s ability or willingness
to comply with the applicable
regulations. Because the Associate
Administrator is considering whether to
authorize compliance with specific
alternatives to the HMR, the likelihood
of an applicant’s compliance with those
alternatives is relevant to public safety.

One commenter suggested that RSPA
revise paragraph (a)(5) to read “The
application may be denied if the

shipping and accident experience
supplied by the applicant in accordance
with §107.105(a) which directly relates
to the exemption being sought
demonstrates that approval of the
application poses a potential threat to
life or property.” Limiting consideration
to only an applicant’s shipping and
accident experience which directly
relates to the exemption sought fails to
protect the public from applicants with
poor compliance histories who seek
exemptions to authorize new hazardous
materials transportation activities.

One commenter stated that the rule is
unclear as to whether violations that
qualify for the ticketing program are
considered “‘enforcement actions”
under the proposed rule. The
commenter recommended that RSPA
not consider ticketed violations. RSPA
will consider ticketed violations as part
of an applicant’s compliance history,
using the criteria specified in § 107.331
to assess the weight to be given to the
violation.

DOE requested clarification of the
provision concerning consideration of
past violations in determining an
applicant’s capability and integrity as it
applies to government entities that use
contractors. DOE also asked RSPA to
clarify the terms “pending” and
“‘complete” as used in the proposed
regulation and the type of activity that
warrants a determination of “lack of
integrity.”

For purposes of regulatory
compliance, RSPA looks to the entity
whose act or omission constitutes a
violation of the HMR. In response to
DOE’s question regarding the status of
an enforcement action as either
“pending” or ‘“‘complete,” an
enforcement case historically has been
initiated by issuance of a Notice of
Probable Violation (NOPV). However,
RSPA recently established a pilot
“ticketing’ program permitting
initiation of an enforcement case by
issuance of a ticket. Thus, a case is
“pending” from the date of issuance of
either the NOPV or the ticket until a
final order has been issued and the time
for appeal has expired. If the order has
been appealed in a timely manner, the
case is “pending” until the RSPA
Administrator (Administrator) issues an
Action on Appeal. When an order has
become final or when an order was
appealed and the Administrator has
issued an Action on Appeal, the
enforcement action is considered to be
“‘complete.”

RSPA is adopting the proposed rule
with several modifications. In making a
determination to grant or deny a request
for an exemption, RSPA will consider
information submitted in the
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application package, compliance history
of the applicant, and other information
available to the Associate
Administrator.

Another commenter objected to the
proposed language providing that an
applicant who failed to respond within
30 days to a request for additional
information would have his or her
application deemed incomplete and
denied. The commenter stated that,
where reasonable and appropriate, an
extension of time should be granted.
RSPA understands the commenter’s
concern. Currently, if an applicant fails
to respond to a request for additional
information for good cause, RSPA grants
a 30-day extension. To clarify this point,
RSPA is adding a provision in this
section and §107.709 (approval
application processing) that allows an
applicant to submit a written request for
a 30-day extension.

Finally, commenters stated that, while
they favored initiating a rulemaking in
addition to issuing an exemption, they
did not agree with initiating a
rulemaking in lieu of issuing an
exemption. The commenters stated that
the latter penalized an applicant
because rulemaking usually has taken
longer than processing of an exemption
request. One of the commenters noted
that, in its experience, RSPA staff faced
with this situation would issue an
exemption to the applicant, and
concurrently initiate a rulemaking
action, which could lead ultimately to
issuance of a rule of general
applicability.

RSPA has seldom issued a rulemaking
in lieu of processing an exemption
application, and RSPA does not intend
to change that policy. However, RSPA
believes that if the subject of an
exemption application is so broad and
of such general applicability that it
should result in a rulemaking action,
going forward with issuance of the
exemption during the pendency of the
rulemaking process may have the effect
of prejudging the rulemaking. A large
number of applications for similar
exemptions or ‘““party to’’ status may
also adversely impact RSPA’s programs.
For these reasons, the Associate
Administrator may either process the
exemption application, use the
application as a basis for rulemaking, or
do both. When an applicant meets all
other regulatory requirements and
demonstrates a compelling necessity for
an exemption, the Associate
Administrator may issue an exemption.

§107.115 Priority processing. Some
commenters supported RSPA’s proposal
to establish a new priority processing
category for applications that do not
qualify for emergency processing but

merit more expeditious consideration
than routine processing. One
commenter stated that overall
processing time should be reduced.
However, other commenters expressed
concern that the processing time of
routine and priority exemption
applications would be the same if each
must undergo the same review process
as proposed. Some commenters opposed
a priority processing category because it
would delay the preparation and
processing of applications for
exemptions as each applicant tried to
demonstrate significant economic loss
and RSPA evaluated each application.

One commenter requested that RSPA
provide an indication of the time in
which RSPA would respond to a
priority exemption application. Another
commenter requested that RSPA
provide the Associate Administrator the
flexibility to issue temporary
exemptions to applicants who qualify
for priority processing while the
application is being processed to
minimize financial burdens on the
applicant. Commenters stated that cases
that have the potential for severe
economic harm are already handled by
emergency processing.

Another commenter requested that
RSPA clarify why current emergency
processing should be replaced by two
separate processing categories that
appear to be more complex. The
commenter noted that, in the NPRM,
priority processing would be based on
economic factors and emergency
processing would be based on life and
property criteria. The commenter stated
that, in the current emergency
processing procedures, RSPA considers
either endangerment to life or property
or serious economic loss. The
commenter asked whether RSPA, by
proposing two separate processing
categories, is suggesting that it considers
a health threat to be more important
than economic loss, even if the health
threat is remote and the economic loss
is substantial.

One commenter objected to the
proposed rule requiring non-
government entities to meet higher
standards than government entities to
qualify for priority processing. Based on
the comments, RSPA has determined
that adding a priority processing
category is not warranted. Therefore, the
proposal is not adopted in this final
rule.

§107.117 Emergency processing.
Commenters favored the continued
existence of an emergency processing
category. One commenter stated that the
current procedures require that “‘an
applicant need only show that existing
conditions necessitate the transportation

of a hazardous material, or that the
protection of life and property would
not be possible if such material is not
transported.” The commenter objected
to the proposed emergency processing
procedures in that they require
applicants to demonstrate that such
processing is necessary to prevent
“significant injury” to persons or
property. The commenter requested that
RSPA remove the term “‘significant”
because it is subjective. The current
procedures allow only applicants who
can show that a life-threatening
situation exists to qualify for emergency
processing. In the proposed rule, RSPA
responded to requests of applicants that
a broader standard be utilized in
determining that emergency processing
is warranted. At the same time, RSPA
proposed to include the term
“significant” to set a reasonable limit on
the expanded criteria, and believes that
the term is necessary to ensure fairness
to applicants awaiting routine
processing by not allowing applicants to
allege “minor” injuries or losses as the
basis for emergency processing.

One commenter stated that, under the
proposed rule, the Associate
Administrator could deny priority or
emergency processing if timely
application could have been made. The
commenter requested that RSPA allow
an applicant to explain circumstances
that may have contributed to the
applicant not filing an application in a
timely manner so that the applicant may
still be considered for priority or
emergency processing. RSPA
contemplates that an applicant seeking
emergency processing will provide
evidence of circumstances that
prevented the applicant from filing the
application in a timely manner.

One commenter stated that it is
unlikely that applicants who request
emergency processing will be able to
supply the information specified in
proposed § 107.105(a)(17) for analyses,
data, or test results. In response to
comments to the proposed application
procedures in § 107.105, RSPA is
clarifying the extent to which applicants
are required to supply analyses, data, or
test results. See preamble discussion
under §107.105.

Another commenter stated that the
“‘emergency processing’’ language
appeared to apply only to ““carrier”
exemptions and questioned its
applicability to exemptions issued to
shippers. The commenter stated that the
proposed rule directs carriers to send
the exemption application to the office
of the modal administration which has
oversight responsibility for the carrier’s
mode of transportation (e.g., FHWA, the
Federal Railroad Administration, etc.).
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The commenter stated that shippers
often utilize more than one mode and
therefore the proposed requirement that
an application be sent to only one
modal office requires ““fine tuning.” Any
applicant, including a shipper, seeking
an emergency exemption must submit
the application to the specified modal
contact official for the initial mode of
transportation to be utilized.

Some commenters suggested that
emergency exemption applications be
submitted directly to RSPA, consistent
with other exemption submissions, and
not to the specific modal
administration. An emergency
exemption application is most
expeditiously handled when submitted
to the applicable modal administration,
where an immediate analysis of the
proposed transportation can be
performed by personnel having
expertise in the affected mode of
transportation. This process will
eliminate the need for RSPA to forward
the exemption application to the
affected mode for input, thus allowing
for more expeditious application review
and more timely and efficient customer
service.

In this final rule the section is
adopted essentially as proposed with
editorial changes for clarity. Proposed
paragraph (f) is deleted as unnecessary,
and proposed paragraph (g) and (h) are
redesignated as (f) and (g), respectively.

§107.121 Maodification, suspension,
or termination of exemption or grant of
party status. One commenter expressed
concern that the proposed rule would
allow termination simply ““for no other
reason than if the Department wants it
terminated regardless of the shipping
and incident experience * * *.” The
commenter argued that: (1) This
provision appears contrary to the
performance-oriented packaging system;
(2) this provision gives no regard to
contracts for the supply of materials
between shippers and consignees; (3)
the exemption holder is placed at the
mercy of RSPA personnel; (4) it is
doubtful that the proposed rule
comported with the intent of Congress;
(5) the proposed rule does not comport
with the preamble, which indicates that
the purpose of the NPRM is to expedite
processing of applications and promote
program consistency; and (6) based on
the foregoing, the proposed rule is
“significant.”

This rule clarifies standards for
exemption modification, suspension,
and termination and gives the Associate
Administrator more flexibility to
determine which of the three remedies
is appropriate in a given situation.
Presently, the Associate Administrator
may modify or suspend an exemption if

its provisions are violated or if new
information suggests that the activity
under the exemption creates a risk to
life or property. The Associate
Administrator may terminate an
exemption if it is no longer consistent
with the public interest, is no longer
necessary due to a change in the
regulations, or was granted on the basis
of false or misleading information. The
“public interest” criterion encompasses
all grounds on which the Associate
Administrator may terminate an
exemption, but it is vague. Furthermore,
the sharp distinction that the existing
regulation draws between those
conditions that justify modifying or
suspending an exemption and those that
justify terminating it handicap the
Associate Administrator in taking the
action that is most appropriate in a
particular circumstance. For example,
the current regulation may require the
termination of an exemption when
modification would suffice.

The Associate Administrator’s
decision to modify, suspend, or
terminate an exemption must be based
on the criteria specified in the proposed
regulatory text (see 49 CFR 107.121 (a)
and (b)).

In this final rule § 107.121 is adopted
essentially as proposed. Paragraph (d) is
added to specify conditions by which
the Associate Administrator may
declare a proposed action immediately
effective.

§107.123 Reconsideration. One
commenter suggested that RSPA clarify
that applications denied pursuant to
§107.113(d) are eligible for
reconsideration in accordance with this
section. RSPA agrees that they are
eligible for reconsideration, but sees no
reason for a rule change. In the NPRM,
RSPA specifically stated that applicants
may request reconsideration of
decisions made under 8§ 107.113(g),
107.117(e), and 107.121(c). This section
is adopted as proposed.

Subpart C—Preemption

One commenter suggested that
“Associate Administrator for Hazardous
Materials Safety” be revised to read
“Associate Administrator’ for
consistency with other sections in part
107. RSPA agrees and, in the interest of
achieving consistency, is modifying the
language of subpart C as suggested in all
general references to the Associate
Administrator. Also, RSPA is making
other minor modifications to the
regulatory language of subpart C for
clarity and consistency.

§107.205 Notice. One commenter
recommended changing ‘““may publish
notice of an application’ in paragraph
(b), to “will publish notice of, including

an opportunity to comment on, an
application.” RSPA agrees and is
revising the paragraph to require
publication of the notice in the Federal
Register.

In paragraph (c) and in 88 107.211(c),
107.217(c), and 107.223(c), RSPA is
adding a sentence, ‘‘Late-filed
comments are considered so far as
practicable.” This sentence reflects the
manner in which RSPA has handled
late-filed comments in preemption
matters and is consistent with § 106.23
concerning the handling of late-filed
comments in rulemaking actions.
Because this change is merely a
modification to a rule of agency
procedure, public notice and an
opportunity to comment on the change
are not mandated by the Administrative
Procedure Act.

§107.209 Determination.
Commenters also favored revision of
paragraph (c) to change ““may publish”
to “will publish”. RSPA agrees and is
making this change.

One commenter disagreed with the
proposed deletion of paragraph (b) to
eliminate the Associate Administrator’s
authority to issue a preemption
determination on his or her own
initiative. The commenter did not agree
that the authority was eliminated by the
Hazardous Materials Transportation
Uniform Safety Act of 1990 (HMTUSA).
The commenter recommended adding
language allowing the Associate
Administrator to issue a preemption
determination where he or she is
directly affected by a requirement of a
State or political subdivision or Indian
tribe. RSPA disagrees. The pre-
HMTUSA regulations authorized RSPA
to issue inconsistency rulings, which
were merely advisory in nature, on its
own initiative. However, in enacting
HMTUSA, Congress replaced these
advisory inconsistency rulings with
authorization to issue binding
preemption determinations and, further,
provided for issuance of preemption
determinations only in response to
applications by “‘directly affected”
persons. See 49 U.S.C. 5125(d). In light
of these statutory changes, RSPA
believes that it is inappropriate for the
Associate Administrator to initiate a
preemption determination proceeding
on his or her own initiative. Therefore,
paragraph (b) is eliminated as proposed.

8§107.211 Petition for
reconsideration. RSPA proposed to
amend this section by revising
paragraph (a) to read ““The petition must
be filed within 20 days of publication of
the determination in the Federal
Register.” A commenter expressed
concern about this language in light of
RSPA'’s proposal to make publication
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optional. As previously stated, RSPA
will publish all preemption
determinations and, therefore, this
language will not be problematic. The
proposal is adopted in this final rule.

§107.213 Judicial review. In the
NPRM, RSPA proposed to add a new
section to allow a party to a proceeding
under § 107.203(a) to seek review by the
appropriate district court of the United
States of a decision of the Administrator
by filing a petition with the court within
60 days after the Administrator’s
decision becomes final. One commenter
recommended that references to the
“Administrator’” be changed to the
“Associate Administrator.” RSPA agrees
with this suggestion and amends this
section accordingly. The commenter
also requested that RSPA specify when
its decision on a petition for
reconsideration of a preemption
determination becomes final. The
Associate Administrator’s decision
becomes final when it is published in
the Federal Register. RSPA is amending
this section to clarify this issue. In
addition, RSPA is revising the wording
““decision” to read ‘‘determination’ to
minimize confusion.

§107.217 Notice. One commenter
suggested that the word “‘ruling” in
paragraph (d) be changed to “outcome
of a determination on the application.”
RSPA agrees with this suggestion, and is
making the change accordingly.

8§107.221 Determination. A
commenter asked that, in paragraph (d),
the word “may’’ be changed to “will”
concerning publication of
determinations in the Federal Register.
RSPA agrees and is making this change.

§107.223 Petition for
reconsideration. One commenter
suggested that the term *‘order’” be
changed to “determination.” For clarity
and consistency, RSPA is making this
change.

§107.227 Judicial review. RSPA is
amending this section for consistency
with §107.213. See preamble discussion
under §107.213.

Subpart D—Enforcement

§107.305 Investigations. A
commenter opposed the proposal to
authorize RSPA inspectors to issue
subpoenas for the production of
documents or other tangible evidence
because of the potential for abuse. RSPA
is adopting the provision as proposed.
RSPA inspectors are broadly
empowered, through delegations of
investigatory authority under the
Federal hazmat law, 49 U.S.C. 5121, to
collect evidence reasonably related to
hazardous materials compliance
inspections. Their use of a subpoena
without involvement of RSPA’s Office

of the Chief Counsel will improve
program efficiency by expediting the
information-gathering process. The
potential for inspectors to abuse this
authority is minimal because the
Director of the Office of Hazardous
Materials Enforcement must approve the
issuance of the subpoena and the
recipient of the subpoena may seek
review of the subpoena by RSPA’s
Office of the Chief Counsel under
§107.13(h).

For clarity, RSPA added the words
‘also known as ““hazmat inspectors’ or
“inspectors’’ after the words
**Hazardous Materials Enforcement
Specialists.” This addition was not
proposed in the NPRM, but is added on
RSPA’s initiative to provide consistency
between §107.305(b) and subparagraphs
(1), (2), and (3) which refer to
“inspectors.”

§107.315 Admission of violations.
Paragraphs (c) and (d) are revised to
delete the recommendation that
payment of a civil penalty be
documented by forwarding a photocopy
of the respondent’s electronic fund
transfer receipt or check to the Office of
the Chief Counsel. This administrative
change, not in the NPRM, eliminates a
potential paperwork burden on the
regulated industry. Because this change
is merely a modification to a rule of
agency procedure, public notice and
opportunity to comment on the change
are not required by the Administrative
Procedure Act.

§107.331 Assessment
considerations. This section is adopted
essentially as proposed, with a minor
editorial revision.

Subpart H—Approvals, Registrations
and Submissions.

§107.107 Purpose and scope. This
section is adopted as proposed.

§107.705 Registration and reporting.
One commenter recommended that
RSPA develop a standard form in place
of general procedures for registrations
and reports. RSPA does not believe that
a standard form is practical, considering
the variation in information required for
the numerous approvals, registrations,
and reports that would have to be
accommodated by a standard generic
form.

Except as discussed in the following
paragraph, this section is adopted as
proposed.

§107.707 Applications. The
proposed provisions for renewal of
approvals state that RSPA will issue a
written extension to operate under an
expired approval until RSPA makes a
final determination on the application.
One commenter requested that the
renewal procedures for approvals be

consistent with renewal procedures for
exemptions in that if an application is
submitted at least 60 days prior to the
expiration date, the expiration is
automatically extended until RSPA
makes a final determination on the
application. RSPA agrees with the
commenter, and is adopting the
suggestion. Further, since the
requirements for registration and
reporting specified in the proposed
§107.705 and the requirements for an
approval application specified in
§107.707 are essentially the same,
RSPA is eliminating the separate
language of § 107.707, and combining
the “registration and reporting”
requirements of § 107.707 with the
“approval application” requirements
§107.705, in a section entitled
“Registrations, reports, and applications
for approval.”

§107.709 Application processing.
Commenters again expressed opposition
to RSPA’s proposal to permit the
Associate Administrator to consider
pending or completed enforcement
actions in determining whether an
approval application is processed or
denied. This issue is discussed under
§107.113 and RSPA is modifying this
section similarly.

§107.711 Withdrawal. With respect
to documents submitted in conjunction
with an exemption application which is
later withdrawn, one commenter
requested that RSPA clarify that all
documents deemed confidential by the
Associate Administrator in accordance
with §107.5 that are related to an active
or inactive application will remain
confidential. RSPA has agreed to do so,
and is extending this confidential
treatment to documents submitted in
conjunction with an approval
application. See preamble comments to
49 CFR §107.111.

§107.713 Approval modification,
suspension, or termination. One
commenter raised the same concerns
about the proposed procedures for
modification, suspension, or
termination of approvals as he raised
regarding modification, suspension, or
termination of exemptions. RSPA
discussed these issues under §107.121.
Paragraph (d) is added to specify
conditions by which the Associate
Administrator may declare a proposed
action immediately effective. Otherwise,
the section is adopted as proposed.

§107.715 Reconsideration.
Paragraph (b) is adopted as proposed.

§107.717 Appeal. Proposed
paragraph (c) is not adopted for the
same reasons as discussed under
§107.715 above. Otherwise, the section
is adopted as proposed.
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Part 171

§171.1 Purpose and scope. One
commenter recommended that the
wording “in commerce” be added
following ““hazardous materials”
throughout this section for clarity and
consistency with the Federal hazardous
material transportation law. RSPA
agrees and is modifying paragraph (a)
accordingly.

Additionally, a new paragraph (d) is
added, as proposed, to clarify that the
requirements of subchapter C are
applicable to the use of terms and
symbols prescribed in this subchapter
for marking, labeling, placarding, and
describing hazardous materials and
packagings used in their transport.

§171.2 General requirements. The
modifications of paragraphs (a) through
(d), and the addition of paragraph (h)
are adopted essentially as proposed in
the NPRM, with minor modifications to
the regulatory language for accuracy and
clarity. Identifications listed in
paragraph (d) have been expanded to
include most, if not all, of the
identifications covered by the
regulations.

§171.3 Hazardous waste. A
commenter objected to RSPA’s proposal
to eliminate paragraph (c) of this
section; the commenter opined that the
paragraph implements a requirement of
the Resource Conservation and
Recovery Act (RCRA), 42 U.S.C. 6923(b),
that all RCRA rules issued by the
Environmental Protection Agency be
consistent with the Federal hazmat law
and the HMR. The commenter also
stated that retention of this provision is
necessary to inform states implementing
RCRA of the necessity for consistency
with the Federal hazmat law and the
HMR. For preemption purposes, RSPA
looks at hazardous waste issues together
with issues covering all other hazardous
materials. RCRA’s directive that EPA’s
hazardous waste requirements be
consistent with the Federal hazmat law
does not mandate that RSPA establish a
separate preemption provision for
hazardous waste. Therefore, RSPA is
deleting paragraph (c), including the
note contained therein, as proposed.

8§171.8 Definitions. RSPA is
adopting a definition for “approval’”” and
revising the definition for “person”, as
proposed. In addition, RSPA is adding
a definition for “‘exemption” for clarity.
Because this latter change is merely
informative, public notice and
opportunity to comment on the change
are not required by the Administrative
Procedure Act.

Part 172

§172.302 General marking
requirements for bulk packagings. A

commenter requested that RSPA
authorize markings for small portable
tanks and intermediate bulk containers
(IBC’s) to be only one inch high. The
commenter suggested that, instead of
incorporating the minimum height of
exemption number markings into
§172.302(c), RSPA should cross-
reference §172.302(b), which requires
exemption markings to be the same size
as other required markings on bulk
packagings and makes the marking size
dependent upon the size and capacity of
the packaging. The commenter also
requested that width requirements for
exemption markings be specified. RSPA
is considering changes to the marking
height and width requirements under a
separate rulemaking action. Therefore,
the proposed change in the NPRM and
this commenter’s suggested change
regarding size of exemption markings
are not adopted as part of this final rule.

Part 173

§173.22a Use of packagings
authorized under exemptions. Proposed
paragraph (c) is revised to refer to
“offeror” rather than “‘shipper.” Also, a
sentence is added to clarify that a carrier
shall maintain a copy of an exemption
in the same manner as for a shipping
paper.

Part 178

§178.3 Marking of packagings.
Paragraph (d) is adopted as proposed.

IV. Rulemaking Analyses and Notices

A. Executive Order 12866 and DOT
Regulatory Policies and Procedures

This final rule is not considered a
significant regulatory action under
section 3(f) of Executive Order 12866
and, therefore, was not subject to review
by the Office of Management and
Budget. The rule is not significant
according to the Regulatory Policies and
Procedures of the Department of
Transportation (44 FR 11034).

This final rule will not result in any
additional costs to persons subject to the
HMR. Therefore, preparation of a
regulatory impact analysis or regulatory
evaluation is not warranted.

B. Executive Order 12612

This final rule has been analyzed in
accordance with the principles and
criteria contained in Executive Order
12612 (“‘Federalism’). The Federal
hazardous materials transportation law
(49 U.S.C. 5101-5127) contains an
express preemption provision that
preempts State, local, and Indian tribe
requirements on certain covered
subjects. Covered subjects are:

(i) the designation, description, and
classification of hazardous material;

(i) the packing, repacking, handling,
labeling, marking, and placarding of
hazardous material;

(iii) the preparation, execution, and
use of shipping documents pertaining to
hazardous material and requirements
respecting the number, content, and
placement of such documents;

(iv) the written notification,
recording, and reporting of the
unintentional release in transportation
of hazardous material; or

(v) the design, manufacturing,
fabrication, marking, maintenance,
reconditioning, repairing, or testing of a
package or container which is
represented, marked, certified, or sold
as qualified for use in the transportation
of hazardous material.

Title 49 U.S.C. 5125(b)(2) provides
that if DOT issues a regulation
concerning any of the covered subjects
after November 16, 1990, DOT must
determine and publish in the Federal
Register the effective date of Federal
preemption. That effective date may not
be earlier than the 90th day following
the date of issuance of the final rule and
not later than two years after the date of
issuance. The effective date of Federal
preemption for this final rule is October
1, 1996. Because RSPA lacks discretion
in this area, preparation of a Federalism
assessment is not warranted.

C. Regulatory Flexibility Act

| certify that this final rule will not
have a significant economic impact on
a substantial number of small entities.
This final rule amends existing
requirements and adds new procedural
provisions to clarify existing practice.
The amendments contained in this rule
do not impose any new requirements on
persons subject to the HMR; thus, there
are no direct or indirect adverse
economic impacts for small units of
government, businesses, or other
organizations.

D. Paperwork Reduction Act

Information collection requirements
applicable to applications for
exemptions contained in this final rule
are unchanged in substance and amount
of burden from those currently
approved by the Office of Management
and Budget (OMB) under OMB control
number 2137-0051. RSPA is requesting
revision of the OMB approval to update
section references in accordance with
changes made in this final rule.
Information collection requirements
applicable to approvals are unchanged
in substance and amount of burden from
those previously approved under OMB
control number 2137-0557. RSPA is
requesting reinstatement and revision of
this approval from OMB and will



21094

Federal Register / Vol. 61, No. 91 / Thursday, May 9, 1996 / Rules and Regulations

display, through publication in the
Federal Register, the control number
when it is approved by OMB. Public
comment on this request has been
invited through publication of a Federal
Register notice on March 5, 1996 (61 FR
8706). Under the Paperwork Reduction
Act of 1995, no person is required to
respond to a requirement for collection
of information unless the requirement
displays a valid OMB control number.

E. Regulation Identification Number
(RIN)

A regulation identifier number (RIN)
is assigned to each regulatory action
listed in the Unified Agenda of Federal
Regulations. The Regulatory Information
Service Center publishes the Unified
Agenda in April and October of each
year. The RIN number contained in the
heading of this document can be used
to cross-reference this action with the
Unified Agenda.

List of Subjects
49 CFR Part 107

Administrative practice and
procedure, Hazardous materials
transportation, Packaging and
containers, Penalties, Reporting and
recordkeeping requirements.

49 CFR Part 171

Exports, Hazardous materials
transportation, Hazardous waste,
Imports, Incorporation by reference,
Reporting and recordkeeping
requirements.

49 CFR Part 173

Hazardous materials transportation,
Packaging and containers, Radioactive
materials, Reporting and recordkeeping
requirements, Uranium.

49 CFR Part 178

Hazardous materials transportation,
Motor vehicle safety, Packaging and
containers, Reporting and recordkeeping
requirements.

In consideration of the foregoing, 49
CFR chapter | is amended as follows:

PART 107—HAZARDOUS MATERIALS
PROGRAM PROCEDURES

1-2. The authority citation for part
107 continues to read as follows:

Authority: 49 U.S.C. 5101-5127, 44701; 49
CFR 1.45, 1.53.

3. In §107.3, definitions are added in
alphabetical order to read as follows:

§107.3 Definitions.
* * * * *

Acting knowingly means acting or
failing to act while

(1) Having actual knowledge of the
facts giving rise to the violation, or

(2) Having the knowledge that a
reasonable person acting in the same
circumstances and exercising due care
would have had.

Administrator means the
Administrator, Research and Special
Programs Administration.

Applicant means the person in whose
name an exemption, approval,
registration, a renewed or modified
exemption or approval, or party status
to an exemption is requested to be
issued.

Application means a request under
subpart B of this part for an exemption,
a renewal or modification of an
exemption, party status to an
exemption, or a request under subpart H
of this part for an approval, or renewal
or modification of an approval.

Approval means a written
authorization, including a competent
authority approval, from the Associate
Administrator to perform a function for
which prior authorization by the
Associate Administrator is required
under subchapter C of this chapter.

* * * * *

Associate Administrator means the
Associate Administrator for Hazardous
Materials Safety, Research and Special
Programs Administration.

* * * * *

Competent Authority Approval means
an approval by the competent authority
which is required under the provisions
of an international standard, such as the
International Civil Aviation
Organization’s Technical Instructions
for the Safe Transport of Dangerous
Goods by Air or the International
Maritime Dangerous Goods Code. To the
extent that it satisfies the requirement of
the international standard, any of the
following may serve as a competent
authority approval: a specific regulation
of this subchapter or subchapter C of
this chapter, an exemption or approval
issued under the provisions of this
subchapter or subchapter C of this
chapter, or a separate document issued
to one or more persons by the Associate
Administrator.

Exemption means a document issued
under the authority of 49 U.S.C. 5117 by
the Associate Administrator that
authorizes a person to perform a
function that is not otherwise
authorized under this subchapter,
subchapter C, or other regulations
issued under 49 U.S.C. 5101-5127 (e.g.,
Federal Highway Administration
routing).

* * * * *

Filed means received at the Research

and Special Programs Administration

office designated in the applicable
provision or, if no office is specified, at
the Office of Hazardous Materials
Exemptions and Approvals (DHM-30),
Research and Special Programs
Administration, U.S. Department of
Transportation, 400 7th Street SW.,
Washington DC, 20590-0001.

Holder means the person in whose
name an exemption or approval has
been issued.

* * * * *

Incident means an event resulting in
the unintended and unanticipated
release of a hazardous material or an
event meeting incident reporting
requirements in §171.15 or §171.16 of
this chapter.

* * * * *

Investigation includes investigations
authorized under 49 U.S.C. 5121 and
inspections authorized under 49 U.S.C.
5118 and 5121.

Manufacturing exemption means an
exemption from compliance with
specified requirements that otherwise
must be met before representing,
marking, certifying (including
requalifying, inspecting, and testing),
selling or offering a packaging or
container as meeting the requirements
of subchapter C of this chapter
governing its use in the transportation
in commerce of a hazardous material. A
manufacturing exemption is an
exemption issued to a manufacturer of
packagings who does not offer for
transportation or transport hazardous
materials in packagings subject to the
exemption.

Party means a person, other than a
holder, authorized to act under the
terms of an exemption.

* * * * *

Registration means a written
acknowledgment from the Associate
Administrator that a registrant is
authorized to perform a function for
which registration is required under
subchapter C of this chapter (e.g.,
registration with RSPA as a cylinder
retester pursuant to 49 CFR 173.34(e)(1),
or registration in accordance with 49
CFR 178.503 regarding marking of
packagings). For purposes of subparts A
through E, ““registration’’ does not
include registration under subpart F or
G of this part.

Report means information, other than
an application, registration or part
thereof, required to be submitted to the
Associate Administrator pursuant to
this subchapter, subchapter B or
subchapter C of this chapter.

* * * * *
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4. In §107.5, paragraph (a) is revised
to read as follows:

§107.5 Request for confidential treatment.

(a) If any person filing a document
with the Associate Administrator claims
that some or all the information
contained in the document is exempt
from the mandatory public disclosure
requirements of the Freedom of
Information Act (5 U.S.C. 552), is
information referred to in 18 U.S.C.
1905, or is otherwise exempt by law
from public disclosure, and if that
person requests the Associate
Administrator not to disclose the
information, that person shall file,
together with the document, a second
copy of the document with the
confidential information deleted. The
person shall indicate each page of the
original document that is confidential or
contains confidential information by
marking or stamping ‘‘confidential’” on
each page for which a claim of
confidentiality is made, and may file a
statement specifying the justification for
the claim of confidentiality. If the
person states that the information comes
within the exception in 5 U.S.C.
552(b)(4) for trade secrets and
commercial or financial information,
that person shall include a statement as
to why the information is privileged or
confidential. If the person filing a
document does not mark or stamp a
document as confidential or submit a
second copy of the document with the
confidential information deleted, the
Associate Administrator may assume
that there is no objection to public
disclosure of the document in its

entirety.
* * * * *
§107.5 [Amended]

5. In addition, in 8§ 107.5, in paragraph
(b), the phrase “Associate Administrator
for Hazardous Materials Safety” is
revised to read ‘‘Associate
Administrator’” both places it appears.

6. Subpart B of part 107 is revised to
read as follows:

Subpart B—Exemptions

Subpart B—Exemptions

107.101 Purpose and scope.

107.105 Application for exemption.

107.107 Application for party status.

107.109 Application for renewal.

107.111 Withdrawal.

107.113 Application processing and
evaluation.

107.117 Emergency processing.

107.121 Modification, suspension or
termination of exemption or grant of
party status.

107.123 Reconsideration.

107.125 Appeal.

107.127 Availability of documents for
public inspection.
* * * * *

§107.101 Purpose and scope.

This subpart prescribes procedures for
the issuance, modification and
termination of exemptions from
requirements of this subchapter,
subchapter C of this chapter, or
regulations issued under chapter 51 of
49 U.S.C.

§107.105 Application for exemption.

(a) General. Each application for an
exemption or modification of an
exemption must—

(1) Be submitted in duplicate and, for
timely consideration, at least 120 days
before the requested effective date to:
Associate Administrator for Hazardous
Materials Safety, Research and Special
Programs Administration, U.S.
Department of Transportation, 400 7th
Street, SW, Washington, DC 20590—
0001. Attention: Exemptions, DHM-31,;

(2) State the name, street and mailing
addresses, and telephone number of the
applicant; if the applicant is not an
individual, state the name, street and
mailing addresses, and telephone
number of an individual designated as
an agent of the applicant for all
purposes related to the application;

(3) If the applicant is not a resident of
the United States, a designation of agent
for service in accordance with § 107.7 of
this part; and

(4) For a manufacturing exemption, a
statement of the name and street address
of each facility where manufacturing
under the exemption will occur.

(b) Confidential treatment. To request
confidential treatment for information
contained in the application, the
applicant shall comply with § 107.5(a).

(c) Description of exemption proposal.
The application must include the
following information that is relevant to
the exemption proposal:

(1) A citation of the specific
regulation from which the applicant
seeks relief;

(2) Specification of the proposed
mode or modes of transportation;

(3) A detailed description of the
proposed exemption (e.g., alternative
packaging, test, procedure or activity)
including, as appropriate, written
descriptions, drawings, flow charts,
plans and other supporting documents;

(4) A specification of the proposed
duration or schedule of events for which
the exemption is sought;

(5) A statement outlining the
applicant’s basis for seeking relief from
compliance with the specified
regulations and, if the exemption is
requested for a fixed period, a

description of how compliance will be
achieved at the end of that period;

(6) If the applicant seeks emergency
processing specified in §107.117, a
statement of supporting facts and
reasons;

(7) ldentification and description of
the hazardous materials planned for
transportation under the exemption;

(8) Description of each packaging,
including specification or exemption
number, as applicable, to be used in
conjunction with the requested
exemption;

(9) For alternative packagings,
documentation of quality assurance
controls, package design, manufacture,
performance test criteria, in-service
performance and service-life limitations;

(d) Justification of exemption
proposal. The application must
demonstrate that an exemption achieves
a level of safety at least equal to that
required by regulation, or if a required
safety level does not exist, is consistent
with the public interest. At a minimum,
the application must provide the
following:

(1) Information describing all relevant
shipping and incident experience of
which the applicant is aware that relates
to the application;

(2) A statement identifying any
increased risk to safety or property that
may result if the exemption is granted,
and a description of the measures to be
taken to address that risk; and

(3) Either—

(i) Substantiation, with applicable
analyses, data or test results, that the
proposed alternative will achieve a level
of safety that is at least equal to that
required by the regulation from which
the exemption is sought; or

(ii) If the regulations do not establish
a level of safety, an analysis that
identifies each hazard, potential failure
mode and the probability of its
occurrence, and how the risks
associated with each hazard and failure
mode are controlled for the duration of
an activity or life-cycle of a packaging.

§107.107 Application for party status.

(a) Any person eligible to apply for an
exemption may apply to be made party
to an application or an existing
exemption, other than a manufacturing
exemption.

(b) Each application filed under this
section must—

(1) Be submitted in duplicate to:
Associate Administrator for Hazardous
Materials Safety, Research and Special
Programs Administration, U.S.
Department of Transportation, 400 7th
Street, SW, Washington, DC 20590—-
0001. Attention: Exemptions, DHM-31;
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(2) Identify by number the exemption
application or exemption to which the
applicant seeks to become a party;

(3) State the name, street and mailing
addresses, and telephone number of the
applicant; if the applicant is not an
individual, state the name, street and
mailing addresses, and telephone
number of an individual designated as
the applicant’s agent for all purposes
related to the application; and

(4) If the applicant is not a resident of
the United States, provide a designation
of agent for service in accordance with
§107.7.

(c) The Associate Administrator
grants or denies an application for party
status in the manner specified in
§107.113(e) and (f) of this subpart.

(d) A party to an exemption is subject
to all terms of that exemption, including
the expiration date. If a party to an
exemption wishes to renew party status,
the exemption renewal procedures set
forth in §107.109 apply.

§107.109 Application for renewal.

(a) Each application for renewal of an
exemption or party status to an
exemption must—

(1) Be submitted in duplicate to:
Associate Administrator for Hazardous
Materials Safety, Research and Special
Programs Administration, U.S.
Department of Transportation, 400 7th
Street, SW, Washington, DC 20590—
0001. Attention: Exemptions, DHM-31;

(2) ldentify by number the exemption
for which renewal is requested;

(3) State the name, street and mailing
addresses, and telephone number of the
applicant; if the applicant is not an
individual, state the name, street and
mailing addresses, and telephone
number of an individual designated as
an agent of the applicant for all
purposes related to the application;

(4) Include either a certification by the
applicant that the original application,
as it may have been updated by any
application for renewal, remains
accurate and complete; or include an
amendment to the previously submitted
application as is necessary to update
and assure the accuracy and
completeness of the application, with
certification by the applicant that the
application as amended is accurate and
complete; and

(5) Include a statement describing all
relevant shipping and incident
experience of which the applicant is
aware in connection with the exemption
since its issuance or most recent
renewal. If the applicant is aware of no
incidents, the applicant shall so certify.
When known to the applicant, the
statement should indicate the
approximate number of shipments made

or packages shipped, as the case may be,
and number of shipments or packages
involved in any loss of contents,
including loss by venting other than as
authorized in subchapter C.

(b) If at least 60 days before an
existing exemption expires the holder
files an application for renewal that is
complete and conforms to the
requirements of this section, the
exemption will not expire until final
administrative action on the application
for renewal has been taken.

8107.111 Withdrawal.

An application may be withdrawn at
any time before a decision to grant or
deny it is made. Withdrawal of an
application does not authorize the
removal of any related records from the
RSPA dockets or files. Applications that
are eligible for confidential treatment
under § 107.5 will remain confidential
after the application is withdrawn. The
duration of this confidential treatment
for trade secrets and commercial or
financial information is indefinite,
unless the party requesting the
confidential treatment of the materials
notifies the Associate Administrator that
the confidential treatment is no longer
required.

§107.113 Application processing and
evaluation.

(a) The Associate Administrator
reviews an application for exemption,
modification of exemption, party to
exemption, or renewal of an exemption
to determine if it is complete and
conforms with the requirements of this
subpart. This determination will be
made within 30 days of receipt of the
application for exemption, modification
of exemption, or party to exemption,
and within 15 days of receipt of an
application for renewal of an
exemption. If an application is
determined to be incomplete, the
applicant is informed of the reasons.

(b) An application, other than a
renewal, party to, or emergency
exemption application, that is
determined to be complete is docketed.
Notice of the application is published in
the Federal Register, and an
opportunity for public comment is
provided. All comments received during
the comment period are considered
before final action is taken on the
application.

(c) No public hearing or other formal
proceeding is required under this
subpart before the disposition of an
application. Unless emergency
processing under § 107.117 is requested
and granted, applications are usually
processed in the order in which they are
filed.

(d) During the processing and
evaluation of an application, the
Associate Administrator may request
additional information from the
applicant. If the applicant does not
respond to a written request for
additional information within 30 days
of the date the request was received, the
application may be deemed incomplete
and denied. However, if the applicant
responds in writing within the 30-day
period requesting an additional 30 days
within which it will gather the
requested information, the Associate
Administrator may grant the 30-day
extension.

(e) The Associate Administrator may
grant or deny an application, in whole
or in part. In the Associate
Administrator’s discretion, an
application may be granted subject to
provisions that are appropriate to
protect health, safety or property. The
Associate Administrator may impose
additional provisions not specified in
the application or remove conditions in
the application that are unnecessary.

(f) The Associate Administrator may
grant an application on finding that—

(1) The application complies with this
subpart;

(2) The application demonstrates that
the proposed alternative will achieve a
level of safety that:

(i) Is at least equal to that required by
the regulation from which the
exemption is sought, or

(i) If the regulations do not establish
a level of safety, is consistent with the
public interest and adequately will
protect against the risks to life and
property inherent in the transportation
of hazardous materials in commerce;

(3) The application states all material
facts, and contains no materially false or
materially misleading statement;

(4) The applicant meets the
qualifications required by applicable
regulations; and

(5) The applicant is fit to conduct the
activity authorized by the exemption.
This assessment may be based on
information in the application, prior
compliance history of the applicant, and
other information available to the
Associate Administrator.

(9) An applicant is notified in writing
whether the application is granted or
denied. A denial contains a brief
statement of reasons.

(h) An exemption and any renewal
thereof terminates according to its terms
or, if not otherwise specified, two years
after the date of issuance. A grant of
party status to an exemption, unless
otherwise stated, terminates on the date
that the exemption expires.

(i) The Associate Administrator, on
determining that an application
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concerns a matter of general
applicability and future effect and
should be the subject of rulemaking,
may initiate rulemaking under part 106
of this chapter in addition to or instead
of acting on the application.

(i) The Associate Administrator
publishes in the Federal Register a list
of all exemption grants, denials, and
modifications and all exemption
applications withdrawn under this
section.

§107.117 Emergency processing.

(a) An application is granted
emergency processing if the Associate
Administrator, on the basis of the
application and any inquiry undertaken,
finds that—

(1) Emergency processing is necessary
to prevent significant injury to persons
or property (other than the hazardous
material to be transported) that could
not be prevented if the application were
processed on a routine basis; or

(2) Emergency processing is necessary
for immediate national security
purposes or to prevent significant
economic loss that could not be
prevented if the application were
processed on a routine basis.

(b) Where the significant economic
loss is to the applicant, or to a party in
a contractual relationship to the
applicant with respect to the activity to
be undertaken, the Associate
Administrator may deny emergency
processing if timely application could
have been made.

(c) A request for emergency
processing on the basis of potential
economic loss must reasonably describe
and estimate the potential loss.

(d) An application submitted under
this section must conform to § 107.105
to the extent that the receiving U.S.
Department of Transportation official
deems necessary to process the
application. An application on an
emergency basis must be submitted to
the U.S. Department of Transportation
modal contact official for the initial
mode of transportation to be utilized, as
follows:

(1) Certificate-Holding Aircraft: The
Federal Aviation Administration Civil
Aviation Security Office that serves the
place where the flight will originate or
that is responsible for the aircraft
operator’s overall aviation security
program. The nearest Civil Aviation
Security Office may be located by
calling the FAA Duty Officer, 202-267—
3333 (any hour).

(2) Noncertificate-Holding Aircraft
(Those Which Operate Under 14 CFR
Part 91): The Federal Aviation
Administration Civil Aviation Security
Office that serves the place where the

flight will originate. The nearest Civil
Aviation Security Office may be located
by calling the FAA Duty Officer, 202—
267-3333 (any hour).

(3) Motor Vehicle Transportation:
Director, Office of Motor Carrier
Research and Standards, Federal
Highway Administration, U.S.
Department of Transportation,
Washington, DC 20590-0001, 202—-366—
4001 (day); 202-267-2100 (night).

(4) Rail Transportation: Staff Director,
Hazardous Materials Division, Office of
Safety Assurance and Compliance,
Federal Railroad Administration, U.S.
Department of Transportation,
Washington, DC 20590-0001, 202—366—
0509 or 366-0523 (day); 202—267-2100
(night).

(5) Water Transportation: Chief,
Hazardous Materials Standards Branch,
Operating and Environmental Standards
Division, United States Coast Guard,
U.S. Department of Transportation,
Washington, DC 20593-0001, 202-267—
1577 (day); 202-267-2100 (night).

(e) On receipt of all information
necessary to process the application, the
receiving Department of Transportation
official transmits to the Associate
Administrator, by the most rapid
available means of communication, an
evaluation as to whether an emergency
exists under §107.117(a) and, if
appropriate, recommendations as to the
conditions to be included in the
exemption. If the Associate
Administrator determines that an
emergency exists under §107.117(a) and
that, with reference to the criteria of
§107.113(f), granting of the application
is in the public interest, the Associate
Administrator grants the application
subject to such terms as necessary and
immediately notifies the applicant. If
the Associate Administrator determines
that an emergency does not exist or that
granting of the application is not in the
public interest, the applicant
immediately is so notified.

(f) A determination that an emergency
does not exist is not subject to
reconsideration under § 107.123 of this
part.

(9) Within 90 days following issuance
of an emergency exemption, the
Associate Administrator will publish, in
the Federal Register, a notice of
issuance with a statement of the basis
for the finding of emergency and the
scope and duration of the exemption.

§107.121 Modification, suspension or
termination of exemption or grant of party
status.

(a) The Associate Administrator may

modify an exemption or grant of party
status on finding that—

(1) Modification is necessary so that
an exemption reflects current statutes
and regulations; or

(2) Modification is required by
changed circumstances to meet the
standards of §107.113(f).

(b) The Associate Administrator may
modify, suspend or terminate an
exemption or grant of party status, as
appropriate, on finding that—

(1) Because of a change in
circumstances, the exemption or party
status no longer is needed or no longer
would be granted if applied for;

(2) The application contained
inaccurate or incomplete information,
and the exemption or party status would
not have been granted had the
application been accurate and complete;

(3) The application contained
deliberately inaccurate or incomplete
information; or

(4) The holder or party knowingly has
violated the terms of the exemption or
an applicable requirement of this
chapter, in a manner demonstrating the
holder or party is not fit to conduct the
activity authorized by the exemption.

(c) Except as provided in paragraph
(d) of this section, before an exemption
or grant of party status is modified,
suspended or terminated, the Associate
Administrator notifies the holder or
party in writing of the proposed action
and the reasons for it, and provides an
opportunity to show cause why the
proposed action should not be taken.

(1) The holder or party may file a
written response that shows cause why
the proposed action should not be taken
within 30 days of receipt of notice of the
proposed action.

(2) After considering the holder’s or
party’s written response, or after 30 days
have passed without response since
receipt of the notice, the Associate
Administrator notifies the holder or
party in writing of the final decision
with a brief statement of reasons.

(d) The Associate Administrator, if
necessary to avoid a risk of significant
harm to persons or property, may in the
notification declare the proposed action
immediately effective.

§107.123 Reconsideration.

(a) An applicant for exemption, an
exemption holder, or an applicant for
party status to an exemption may
request that the Associate Administrator
reconsider a decision under
§107.113(g), §107.117(e) or §107.121(c)
of this part. The request must—

(1) Be in writing and filed within 20
days of receipt of the decision;

(2) State in detail any alleged errors of
fact and law;

(3) Enclose any additional
information needed to support the
request to reconsider; and
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(4) State in detail the modification of
the final decision sought.

(b) The Associate Administrator
grants or denies, in whole or in part, the
relief requested and informs the
requesting person in writing of the
decision. If necessary to avoid a risk of
significant harm to persons or property,
the Associate Administrator may, in the
notification, declare the action
immediately effective.

§107.125 Appeal.

(a) A person who requested
reconsideration under § 107.123 and is
denied the relief requested may appeal
to the Administrator. The appeal must—

(1) Be in writing and filed within 30
days of receipt of the Associate
Administrator’s decision on
reconsideration;

(2) State in detail any alleged errors of
fact and law;

(3) Enclose any additional
information needed to support the
appeal; and

(4) State in detail the modification of
the final decision sought.

(b) The Administrator, if necessary to
avoid a risk of significant harm to
persons or property, may declare the
Associate Administrator’s action
effective pending a decision on appeal.

(c) The Administrator grants or
denies, in whole or in part, the relief
requested and informs the appellant in
writing of the decision. The
Administrator’s decision is the final
administrative action.

§107.127 Availability of documents for
public inspection.

(a) Documents related to an
application under this subpart,
including the application itself, are
available for public inspection, except
as specified in paragraph (b) of this
section, at the Office of the Associate
Administrator for Hazardous Materials
Safety, Research and Special Programs
Administration, Dockets Unit, U.S.
Department of Transportation, 400 7th
Street, SW, Washington, DC 20590—
0001, Room 8421. Office hours are 8:30
a.m. to 5:00 p.m., Monday through
Friday, except holidays when the office
is closed. Copies of available documents
may be obtained as provided in part 7
of this title.

(b) Documents available for
inspection do not include materials
determined to be withheld from public
disclosure under §107.5 and in
accordance with the applicable
provisions of section 552(b) of title 5,
United States Code, and part 7 of this
title.

7.1n §107.201, paragraph (d) is
revised to read as follows:

§107.201 Purpose and scope.
* * * * *

(d) Unless otherwise ordered by the
Associate Administrator, an application
for a preemption determination which
includes an application for a waiver of
preemption will be treated and
processed solely as an application for a
preemption determination.

8. In §107.202, in paragraph (a), the
introductory text is revised to read as
follows:

§107.202 Standards for determining
preemption.

(a) Except as provided in §107.221
and unless otherwise authorized by
Federal law, any requirement of a State
or political subdivision thereof or an
Indian tribe, that concerns one of the
following subjects and that is not
substantively the same as any provision
of the Federal hazardous material
transportation law, this subchapter or
subchapter C that concerns that subject,
is preempted:

* * * * *

§107.202 Amended]

9. In addition, in §107.202, in
paragraph (b)(3), the wording “49 U.S.C.
5125 (b) or (c)” is revised to read ““49
U.S.C. 5125(c)”.

§107.203 [Amended]

10. In 8 107.203, the following
changes are made:

a. In paragraph (a), the wording “a
State, political subdivision, or Indian
tribe” is revised to read ‘‘a State or
political subdivision thereof or an
Indian tribe” each place it appears.

b. In paragraphs (a) and (d), the
phrase “‘for Hazardous Materials Safety”’
is removed immediately following
“Associate Administrator’” each place it
appears.

11. Section 107.205 is revised to read
as follows:

§107.205 Notice.

(a) If the applicant is other than a
State, political subdivision, or Indian
tribe, the applicant shall mail a copy of
the application to the State, political
subdivision, or Indian tribe concerned
accompanied by a statement that the
State, political subdivision, or Indian
tribe may submit comments regarding
the application to the Associate
Administrator. The application filed
with the Associate Administrator must
include a certification that the applicant
has complied with this paragraph and
must include the names and addresses
of each State, political subdivision, or
Indian tribe official to whom a copy of
the application was sent.

(b) The Associate Administrator will
publish notice of, including an

opportunity to comment on, an
application in the Federal Register and
may notify in writing any person readily
identifiable as affected by the outcome
of the determination.

(c) Each person submitting written
comments to the Associate
Administrator with respect to an
application filed under this section shall
send a copy of the comments to the
applicant and certify to the Associate
Administrator that he or she has
complied with this requirement. The
Associate Administrator may notify
other persons participating in the
proceeding of the comments and
provide an opportunity for those other
persons to respond. Late-filed comments
are considered so far as practicable.

§107.207 [Amended]

12. In §107.207, the following
changes are made:

a. In paragraph (a), the wording “or
her” is added immediately following the
word ‘““his’’ each place it appears.

b. In paragraphs (a) and (b), the
wording “for Hazardous Materials
Safety” is removed immediately
following ““Associate Administrator”
each place it appears.

c. In paragraphs (a) and (b), the
wording “or she” is added immediately
following the word “‘he” each place it
appears.

13. In §107.209, paragraph (b) is
removed, and paragraphs (c), (d), and (e)
are redesignated as paragraphs (b), (c),
and (d), respectively, and newly
designated paragraph (c) is revised to
read as follows:

§107.209 Determination.

* * * * *

(c) The Associate Administrator
provides a copy of the determination to
the applicant and to any other person
who substantially participated in the
proceeding or requested in comments to
the docket to be notified of the
determination. A copy of each
determination is placed on file in the
public docket. The Associate
Administrator will publish the
determination or notice of the
determination in the Federal Register.

* * * * *

§107.209 [Amended]

14. In addition, in §107.209, in
paragraphs (a) and (b), the phrase ““for
Hazardous Materials Safety” is removed
following “Associate Administrator”
each place it appears.

15. In §107.211, paragraph (a) is
revised and a sentence is added at the
end of paragraph (c) to read as follows:
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§107.211 Petition for reconsideration.

(a) Any person aggrieved by a
determination issued under § 107.209
may file a petition for reconsideration
with the Associate Administrator. The
petition must be filed within 20 days of
publication of the determination in the
Federal Register.

* * * * *

(c) * * * Late-filed comments are

considered so far as practicable.
* * * * *

16. A new §107.213 is added to read
as follows:

§107.213 Judicial review.

A party to a proceeding under
§107.203(a) may seek review by the
appropriate district court of the United
States of a decision of the Associate
Administrator by filing a petition with
the court within 60 days after the
Associate Administrator’s determination
becomes final. The determination
becomes final when it is published in
the Federal Register.

§107.215 [Amended]

17.In §107.215, in paragraph (a), the
phrase “‘for Hazardous Materials Safety”
is removed immediately following
“Associate Administrator’” each place it
appears, and the wording *‘State,
political subdivision, or Indian tribe” is
revised to read ‘‘State or political
subdivision thereof or an Indian tribe.”

18. In §107.217, paragraph (d) is
revised to read as follows:

§107.217 Notice.

* * * * *

(d) The Associate Administrator may
notify any other persons who may be
affected by the outcome of a

determination on the application.
* * * * *

§107.217 [Amended]

19. In addition, in §107.217, in
paragraphs (a), (b), (c), and (e), the
phrase “‘for Hazardous Materials Safety”
is removed immediately following the
wording “Associate Administrator”
each place it appears, and the following
sentence is added at the end of
paragraph (c):

* * * * *

(c) * * * Late-filed comments are

considered so far as practicable.

§107.219 [Amended]

20. In 8107.219, the following
changes are made:

a. In paragraphs (a), (b), (c), and (d),
the phrase *‘for Hazardous Materials
Safety” is removed immediately
following the wording ““Associate
Administrator’” each place it appears.

b. In paragraphs (a) and (b), the
wording “‘or she” is added immediately
following ““he,” each place it appears,
and the wording ““or her” is added
immediately following “his,” each place
it appears.

c. In paragraphs (c)(1) and (c)(2), the
phrase “‘State or political subdivision”
is revised to read ‘‘State or political
subdivision thereof or Indian tribe”
each place it appears.

21. Section 107.221 is revised to read
as follows:

§107.221 Determination.

(a) After considering the application
and other relevant information received
or obtained during the proceeding, the
Associate Administrator issues a
determination.

(b) The Associate Administrator may
issue a waiver of preemption only on
finding that the requirement of the State
or political subdivision thereof or
Indian tribe affords the public a level of
safety at least equal to that afforded by
the requirements of the Federal
hazardous material transportation law
or the regulations issued thereunder and
does not unreasonably burden
commerce. In determining if the
requirement of the State or political
subdivision thereof or Indian tribe
unreasonably burdens commerce, the
Associate Administrator considers:

(1) The extent to which increased
costs and impairment of efficiency
result from the requirement of the State
or political subdivision thereof or
Indian tribe.

(2) Whether the requirement of the
State or political subdivision thereof or
Indian tribe has a rational basis.

(3) Whether the requirement of the
State or political subdivision thereof or
Indian tribe achieves its stated purpose.

(4) Whether there is need for
uniformity with regard to the subject
concerned and if so, whether the
requirement of the State or political
subdivision thereof or Indian tribe
competes or conflicts with those of
other States or political subdivisions
thereof or Indian tribes.

(c) The determination includes a
written statement setting forth relevant
facts and legal bases and providing that
any person aggrieved by the
determination may file a petition for
reconsideration with the Associate
Administrator.

(d) The Associate Administrator
provides a copy of the determination to
the applicant and to any other person
who substantially participated in the
proceeding or requested in comments to
the docket to be notified of the
determination. A copy of the
determination is placed on file in the

public docket. The Associate
Administrator will publish the
determination or notice of the
determination in the Federal Register.

(e) A determination under this section
constitutes an administrative finding of
whether a particular requirement of a
State or political subdivision thereof or
Indian tribe is preempted under the
Federal hazardous material
transportation law or any regulation
issued thereunder, or whether
preemption is waived.

22.In §107.223, paragraph (a) is
revised to read as follows, and the
following sentence is added at the end
of paragraph (c):

§107.223 Petition for reconsideration.

(a) Any person aggrieved by a
determination under § 107.221 may file
a petition for reconsideration with the
Associate Administrator. The petition
must be filed within 20 days of
publication of the determination in the
Federal Register.

* * * * *

(c) * * * Late-filed comments are
considered so far as practicable.

23. Section 107.227 is revised to read
as follows:

§107.227 Judicial review.

A party to a proceeding under
§107.215(a) may seek review by the
appropriate district court of the United
States of a decision of the Associate
Administrator by filing a petition with
the court within 60 days after the
Associate Administrator’s determination
becomes final. The determination
becomes final when it is published in
the Federal Register.

§107.299 [Removed]
24. Section 107.299 is removed.
25. In §107.305, paragraph (b) is
revised to read as follows:

§107.305 Investigations.
* * * * *

(b) Investigations and Inspections.
Investigations under 49 U.S.C. 5121(a)
are conducted by personnel duly
authorized for that purpose by the
Associate Administrator. Inspections
under 49 U.S.C. 5121(c) are conducted
by Hazardous Materials Enforcement
Specialists, also known as ‘““hazmat
inspectors” or “inspectors,” whom the
Associate Administrator has designated
for that purpose.

(1) An inspector will, on request,
present his or her credentials for
examination, but the credentials may
not be reproduced.

(2) An inspector may administer oaths
and receive affirmations in any matter
under investigation by the Associate
Administrator.
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(3) An inspector may gather
information by reasonable means
including, but not limited to,
interviews, statements, photocopying,
photography, and video- and audio-
recording.

(4) With concurrence of the Director,
Office of Hazardous Materials
Enforcement, Research and Special
Programs Administration, an inspector
may issue a subpoena for the production
of documentary or other tangible
evidence if, on the basis of information
available to the inspector, the
documents and evidence materially will
advance a determination of compliance
with this subchapter or subchapter C.
Service of a subpoena shall be in
accordance with §107.13 (c) and (d). A
person to whom a subpoena is directed
may seek review of the subpoena by
applying to the Office of Chief Counsel
in accordance with §107.13(h). A
subpoena issued under this paragraph
may be enforced in accordance with

§107.13(i).
* * * * *
§107.315 [Amended]

26. In 8107.315, in paragraphs (c) and
(d), the last sentence is removed.

27.In 8107.331, the introductory
paragraph and paragraph (d) are revised
to read as follows:

§107.331 Assessment considerations.
After finding a knowing violation
under this subpart, the Office of Chief
Counsel assesses a civil penalty taking

the following into account:

* * * * *
(d) The respondent’s prior violations;
* * * * *

28. A new subpart H of part 107 is
added to read as follows:

Subpart H—Approvals, Registrations and

Submissions

Sec.

107.701 Purpose and scope.

107.705 Registrations, reports, and
applications for approval.

107.709 Processing of an application for
approval, including an application for
renewal or modification.

107.711 Withdrawal.

107.713 Approval modification, suspension
or termination.

107.715 Reconsideration.

107.717 Appeal.

§107.701 Purpose and scope.

This subpart prescribes procedures for
the issuance, modification and
termination of approvals, and the
submission of registrations and reports,
as required by this chapter.

(b) The procedures of this subpart are
in addition to any requirements in
subchapter C of this chapter applicable

to a specific approval, registration or
report. If compliance with both a
specific requirement of subchapter C of
this chapter and a procedure of this
subpart is not possible, the specific
requirement applies.

(c) Registration under subpart F or G
of this part is not subject to the
procedures of this subpart.

§107.705 Registrations, reports, and
applications for approval.

(a) A person filing a registration,
report, or application for an approval, or
a renewal or modification of an
approval subject to the provisions of
this subpart must—

(1) File the registration, report, or
application with the Associate
Administrator for Hazardous Materials
Safety, Research and Special Programs
Administration, U.S. Department of
Transportation, 400 7th Street, SW,
Washington, DC 20590-0001, Attention:
Approvals, DHM-32;

(2) Identify the section of the chapter
under which the registration, report, or
application is made;

(3) If areport is required by an
approval, a registration or an exemption,
identify the approval, registration or
exemption number;

(4) Provide the name, street, mailing
address, and telephone number of the
person on whose behalf the registration,
report, or application is made and, if
different, the person making the filing;

(5) If the person on whose behalf the
filing is made is not a resident of the
United States, provide a designation of
agent for service in accordance with
§107.7;

(6) Provide a description of the
activity for which the registration or
report is required; and

(7) Provide additional information as
requested by the Associate
Administrator, if the Associate
Administrator determines that a filing
lacks pertinent information or otherwise
does not comply with applicable
requirements.

(b) In addition to the provisions in
paragraph (a) for an approval, an
application for an approval, or an
application for modification or renewal
of an approval, the applicant must
provide—

(1) A description of the activity for
which the approval is required;

(2) The proposed duration of the
approval;

(3) The transport mode or modes
affected, as applicable;

(4) Any additional information
specified in the section containing the
approval; and

(5) For an approval which provides
exceptions from regulatory requirements
or prohibitions—

(i) Identification of any increased risk
to safety or property that may result if
the approval is granted, and
specification of the measures that the
applicant considers necessary or
appropriate to address that risk; and

(i) Substantiation, with applicable
analyses or evaluations, if appropriate,
demonstrating that the proposed activity
will achieve a level of safety that is at
least equal to that required by the
regulation.

(c) For an approval with an expiration
date, each application for renewal or
modification must be filed in the same
manner as an original application. If a
complete and conforming renewal
application is filed at least 60 days
before the expiration date of an
approval, the Associate Administrator,
on written request from the applicant,
will issue a written extension to permit
operation under the terms of the expired
approval until a final decision on the
application for renewal has been made.
Operation under an expired approval is
prohibited absent a written extension.
This paragraph does not limit the
authority of the Associate Administrator
to modify, suspend or terminate an
approval under § 107.713.

(d) To request confidential treatment
for information contained in the
application, the applicant shall comply
with §107.5(a).

§107.709 Processing of an application for
approval, including an application for
renewal or modification.

(a) No public hearing or other formal
proceeding is required under this
subpart before the disposition of an
application.

(b) At any time during the processing
of an application, the Associate
Administrator may request additional
information from the applicant. If the
applicant does not respond to a written
request for additional information
within 30 days of the date the request
was received, the application may be
deemed incomplete and denied.
However, if the applicant responds in
writing within the 30-day period
requesting an additional 30 days within
which it will gather the requested
information, the Associate
Administrator may grant the 30-day
extension.

(c) The Associate Administrator may
grant or deny an application, in whole
or in part. At the Associate
Administrator’s discretion, an
application may be granted subject to
provisions that are appropriate to
protect health, safety and property. The
Associate Administrator may impose
additional provisions not specified in
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the application, or delete conditions in
the application which are unnecessary.

(d) The Associate Administrator may
grant an application on finding that—

(1) The application complies with this
subpart;

(2) The application demonstrates that
the proposed activity will achieve a
level of safety that—

(i) Is at least equal to that required by
the regulation, or

(ii) If the regulations do not establish
a level of safety, is consistent with the
public interest and adequately will
protect against the risks to life and
property inherent in the transportation
of hazardous materials in commerce;

(3) The application states all material
facts, and contains no materially false or
materially misleading statement;

(4) The applicant meets the
qualifications required by applicable
regulations; and

(5) The applicant is fit to conduct the
activity authorized by the approval, or
renewal or modification of approval.
This assessment may be based on
information in the application, prior
compliance history of the applicant, and
other information available to the
Associate Administrator.

(e) Unless otherwise specified in this
chapter or by the Associate
Administrator, an approval in which a
term is not specified does not expire.

(f) The Associate Administrator
notifies the applicant in writing of the
decision on the application. A denial
contains a brief statement of reasons.

§107.711 Withdrawal.

An application may be withdrawn at
any time before a decision to grant or
deny it is made. Withdrawal of an
application does not authorize the
removal of any related records from the
RSPA dockets or files. Applications that
are eligible for confidential treatment
under 8 107.5 will remain confidential
after the application is withdrawn. The
duration of this confidential treatment
for trade secrets and commercial or
financial information is indefinite,
unless the party requesting the
confidential treatment of the materials
notifies the Associate Administrator that
the confidential treatment is no longer
required.

§107.713 Approval modification,
suspension or termination.

(a) The Associate Administrator may
modify an approval on finding that—

(1) Modification is necessary to
conform an existing approval to relevant
statutes and regulations as they may be
amended from time to time; or

(2) Modification is required by
changed circumstances to enable the

approval to continue to meet the
standards of § 107.709(d).

(b) The Associate Administrator may
modify, suspend or terminate an
approval, as appropriate, on finding
that—

(1) Because of a change in
circumstances, the approval no longer is
needed or no longer would be granted
if applied for;

(2) The application contained
inaccurate or incomplete information,
and the approval would not have been
granted had the application been
accurate and complete;

(3) The application contained
deliberately inaccurate or incomplete
information; or

(4) The holder knowingly has violated
the terms of the approval or an
applicable requirement of this chapter
in a manner demonstrating lack of
fitness to conduct the activity for which
the approval is required.

(c) Except as provided in paragraph
(d) of this section, before an approval is
modified, suspended or terminated, the
Associate Administrator notifies the
holder in writing of the proposed action
and the reasons for it, and provides an
opportunity to show cause why the
proposed action should not be taken.

(1) The holder may file a written
response with the Associate
Administrator within 30 days of receipt
of notice of the proposed action.

(2) After considering the holder’s or
party’s written response, or after 30 days
have passed without response since
receipt of the notice, the Associate
Administrator notifies the holder in
writing of the final decision with a brief
statement of reasons.

(d) The Associate Administrator, if
necessary to avoid a risk of significant
harm to persons or property, may in the
notification declare the proposed action
immediately effective.

§107.715 Reconsideration.

(a) An applicant or a holder may
request that the Associate Administrator
reconsider a decision under § 107.709(f)
or §107.713(c). The request must:

() Be in writing and filed within 20
days of receipt of the decision;

(2) State in detail any alleged errors of
fact and law;

(3) Enclose any additional
information needed to support the
request to reconsider; and

(4) State in detail the modification of
the final decision sought.

(b) The Associate Administrator
considers newly submitted information
on a showing that the information could
not reasonably have been submitted
during application processing.

(c) The Associate Administrator
grants or denies, in whole or in part, the

relief requested and informs the
requesting person in writing of the
decision.

§107.717 Appeal.

(a) A person who requested
reconsideration under § 107.715 may
appeal to the Administrator the
Associate Administrator’s decision on
the request. The appeal must:

(1) Be in writing and filed within 30
days of receipt of the Associate
Administrator’s decision on
reconsideration;

(2) State in detail any alleged errors of
fact and law;

(3) Enclose any additional
information needed to support the
appeal; and

(4) State in detail the modification of
the final decision sought.

(b) The Administrator, if necessary to
avoid a risk of significant harm to
persons or property, may declare the
Associate Administrator’s action
effective pending a decision on appeal.

(c) The Administrator grants or
denies, in whole or in part, the relief
requested and informs the appellant in
writing of the decision on appeal. The
Administrator’s decision on appeal is
the final administrative action.

PART 171—GENERAL INFORMATION,
REGULATIONS, AND DEFINITIONS

29. The authority citation for part 171
continues to read as follows:

Authority: 49 U.S.C. 5101-5127; 49 CFR
1.53.

§171.1 [Amended]

30. In §171.1, in the introductory text
of paragraph (a), the wording “‘in
commerce” is added immediately
following the wording “materials” and
preceding “by”’.

31. Also in §171.1, a new paragraph
(d) is added to read as follows:

§171.1 Purpose and scope.

* * * * *

(d) The use of terms and symbols
prescribed in this subchapter for the
marking, labeling, placarding and
description of hazardous materials and
packagings used in their transport.

32.1n §171.2, paragraphs (a), (b), (c)
and (d) are revised and a new paragraph
(h) is added to read as follows:

§171.2 General requirements.

(a) No person may offer or accept a
hazardous material for transportation in
commerce unless that person is
registered in conformance with subpart
G of part 107 of this chapter, if
applicable, and the hazardous material
is properly classed, described,
packaged, marked, labeled, and in
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condition for shipment as required or
authorized by applicable requirements
of this subchapter, or an exemption,
approval or registration issued under
this subchapter or subchapter A of this
chapter.

(b) No person may transport a
hazardous material in commerce unless
that person is registered in conformance
with subpart G of part 107 of this
chapter, if applicable, and the
hazardous material is handled and
transported in accordance with
applicable requirements of this
subchapter, or an exemption, approval
or registration issued under this
subchapter or subchapter A of this
chapter.

(c) No person may represent, mark,
certify, sell, or offer a packaging or
container as meeting the requirements
of this subchapter or an exemption,
approval or registration issued under
this subchapter or subchapter A of this
chapter, governing its use in the
transportation in commerce of a
hazardous material, whether or not it is
used or intended to be used for the
transportation of a hazardous material,
unless the packaging or container is
manufactured, fabricated, marked,
maintained, reconditioned, repaired and
retested, as appropriate, in accordance
with applicable requirements of this
subchapter, or an exemption, approval
or registration issued under this
subchapter or subchapter A of this
chapter.

(d) The representations, markings,
and certifications subject to the
prohibitions of paragraph (c) of this
section include, but are not limited to—

(1) Specification identifications that
include the letters “ICC,” “DOT,”
“MC,” or “UN";

(2) Exemption, approval, and
registration numbers that include the
letters “DOT,” “EX,” ““M,” or “R”’; and

(3) Test dates associated with
specification, registration, approval,
retest or exemption markings indicating
compliance with a test or retest
requirement of this subchapter, or an
exemption, an approval or a registration
issued under this subchapter or
subchapter A of this chapter.

* * * * *

(h) No person shall—

(1) Falsify or alter an exemption,
approval, registration or other grant of
authority issued under this subchapter
or subchapter A of this chapter; or

(2) Offer a hazardous material for
transportation or transport a hazardous
material in commerce, or represent,
mark, certify, or sell a packaging or
container, under a false or altered
exemption, approval, registration or

other grant of authority issued under
this subchapter or subchapter A of this
chapter.

§171.3 [Amended]

33.In §171.3, paragraph (c) and the
Note are removed, and paragraph (d) is
redesignated as paragraph (c).

34. In 8171.8, the definitions of
“Approval”’ and “Exemption’ are added
in alphabetical order and the definition
of “Person” is revised to read as follows:

§171.8 Definitions and abbreviations.
* * * * *

Approval means a written
authorization, including a competent
authority approval, from the Associate
Administrator to perform a function for
which prior authorization by the
Associate Administrator is required
under subchapter C of this chapter.

* * * * *

Exemption means a document issued
under the authority of 49 U.S.C. 5117 by
the Associate Administrator that
authorizes a person to perform a
function that is not otherwise
authorized under this subchapter,
subchapter C, or other regulations
issued under 49 U.S.C. 5101-5127 (e.g.,
Federal Highway Administration
routing).

* * * * *

Person means an individual, firm,
copartnership, corporation, company,
association, joint-stock association,
including any trustee, receiver, assignee,
or similar representative thereof; or
government, Indian tribe, or agency or
instrumentality of any government or
Indian tribe when it offers hazardous
material for transportation in commerce
or transports hazardous material to
further a commercial enterprise, but
such term does not include:

(1) The United States Postal Service;

(2) For the purposes of 49 U.S.C. 5123
and 5124, any agency or instrumentality
of the Federal Government.

* * * * *

PART 173—SHIPPERS—GENERAL
REQUIREMENTS FOR SHIPMENTS
AND PACKAGINGS

35. The authority citation for Part 173
continues to read as follows:

Authority: 49 U.S.C. 5101-5127; 49 CFR
1.53.

36. In §173.22a, a new paragraph (c)
is added to read as follows:

§173.22a Use of packagings authorized
under exemptions.
* * * * *

(c) When an exemption issued to a
person who offers a hazardous material
contains requirements that apply to a

carrier of the hazardous material, the
offeror shall furnish a copy of the
exemption to the carrier before or at the
time a shipment is tendered. When the
provisions of the exemption require it to
be in the possession of a carrier during
transportation in commerce, the carrier
shall maintain the copy of the
exemption in the same manner as
required for a shipping paper.

PART 178—SPECIFICATIONS FOR
PACKAGINGS

37. The authority citation for Part 178
continues to read as follows:

Authority: 49 U.S.C. 5101-5127; 49 CFR
1.53.

38. In §178.3, a new paragraph (d) is
added to read as follows:

§178.3 Marking of packagings.
* * * * *

(d) No person may mark or otherwise
certify a packaging or container as
meeting the requirements of a
manufacturing exemption unless that
person is the holder of or a party to that
exemption, an agent of the holder or
party for the purpose of marking or
certification, or a third party tester.

Issued in Washington, DC on May 2, 1996,
under authority delegated in 49 CFR part 1.
Rose A. McMurray,

Acting Deputy Administrator, Research and
Special Programs Administration.

[FR Doc. 96-11400 Filed 5-8-96; 8:45 am]
BILLING CODE 4910-60-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 663

[Docket No. 951227306-5306-01; I.D.
043096A]

Pacific Coast Groundfish Fishery;
Closure and Trip Limit Reduction

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Closure; fishing restrictions;
request for comments.

SUMMARY: NMFS announces the closure
of the open access fishery for
thornyheads taken and retained north of
Point Conception, CA (34°27' N. lat.),
and a further restriction to the open
access fishery for sablefish taken with
nontrawl gear north of the Conception
subarea (36°00' N. lat.). This action is
authorized by the Pacific Coast
Groundfish Fishery Management Plan
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(FMP), which governs the groundfish
fishery off Washington, Oregon, and
California. The closure and trip limit are
designed to keep landings as close as
possible to the 1996 open access
allocations for these species.

DATES: Effective from 0001 hours (local
time) May 3, 1996, until the effective
date of the 1997 annual specifications
and management measures for the
Pacific Coast groundfish fishery, which
will be published in the Federal
Register. Comments will be accepted
through May 24, 1996.

ADDRESSES: Submit comments to
William Stelle, Jr., Director, Northwest
Region (Regional Director), National
Marine Fisheries Service, 7600 Sand
Point Way NE., BIN-C15700, Seattle,
WA 98115-0070; or Hilda Diaz-Soltero,
Regional Director, Southwest Region,
National Marine Fisheries Service, 501
West Ocean Blvd., Suite 4200, Long
Beach, CA 90802-4213.

FOR FURTHER INFORMATION CONTACT:
William L. Robinson at 206-526-6140;
or Rodney Mclnnis at 310—-980-4040.
SUPPLEMENTARY INFORMATION:
Management measures for the open
access fishery apply to any vessel that
takes and retains groundfish and that
does not have a valid limited entry
permit for the Pacific coast groundfish
fishery with an endorsement for the gear
used to harvest the groundfish. Open
access gear includes longline, trap, pot,
hook and line (fixed or mobile), set net
(south of 38° N. lat. only), and trawls
used to target non-groundfish species
(pink shrimp or prawns and, south of Pt.
Arena, CA (38°57'30" N. lat.), California
halibut or sea cucumbers). The
following changes to routine
management measures in the open
access fisheries for thornyheads and
sablefish were recommended by the
Pacific Fishery Management Council
(Council) at its April 8-12, 1996,
meeting in San Francisco, CA.

Open Access Thornyhead Fishery.
Thornyheads consist of two species
(shortspine and longspine thornyheads)
that often are caught together. Because
of difficulties in identifying and
monitoring the two species separately in
the open access fishery, this fishery has
been managed for both species
combined. Through 1995, separate open
access and limited entry allocations had
not been implemented for shortspine
thornyheads because landings were
thought to be negligible in the open
access fishery. However, at its October
1995 meeting, the Council concluded
that the best available information
indicated that about 24 metric tons (mt)
had been taken north of Pt. Conception
in 1995, indicating expansion in the

fishery since the 1984-88 window
period used to determine open access
and limited entry allocations. The
Council responded by recommending
that limited entry and open access
allocations be implemented for
shortspine thornyheads for 1996. The
1996 open access allocation for
shortspine thornyheads is only 4 mt,
and applies north of Pt. Conception
(34°27' N. lat.). To keep landings close
to the open access allocation, a
coastwide daily trip limit of 50 Ib (23
kg) (round weight) was applied for both
species of thornyheads combined on
January 1, 1996 (61 FR 279, January 4,
1996). A daily trip limit is the maximum
amount that may be taken and retained,
possessed, or landed per vessel in 24
consecutive hours, starting at 0001
hours local time, and only one landing
of the trip-limit species may be made in
that 24—hour period. Daily trip limits
may not be accumulated.

The best available information at the
April 1996 Council meeting indicated
that landings of thornyheads in the open
access fishery had reached 18.7 mt
north of Pt. Conception by the end of
March 1996. Of this, about 11 mt was
shortspine thornyheads taken in
California, exceeding the 1996 open
access allocation for shortspine
thornyheads north of Pt. Conception.
The Council recommended that the
open access fishery for thornyheads be
closed north of Pt. Conception as soon
as practicable for the rest of the year.
Closure means taking and retaining,
possessing, or landing thornyheads
caught north of Pt. Conception with any
open access gear (including open access
trawl gear) is prohibited, and offloading
must begin before the time the fishery
closes. The 50-Ib (23-kg) daily trip limit
on thornyheads remains in effect south
of Pt. Conception because the harvest
guideline does not apply in that area.
This daily trip limit is believed to be too
small to encourage effort shifts into the
area.

Open Access Sablefish Fishery. In
1995, the daily trip limits for sablefish
in the open access nontrawl fishery
were 300 Ib (136 kg) per day north of
the Conception subarea (36°00' N. lat.)
and 350 Ib (159 kg) per day in the
Conception subarea (36°00' N. lat. to the
U.S.-Mexican border). The best available
information at the April 1996 Council
meeting indicated that 119 mt of
sablefish had been taken in the open
access fishery in California by the end
of March and that the rate of landings
would need to be reduced by 40 percent
to avoid reaching the 463-mt open
access allocation before the end of the
year. After hearing considerable
testimony that a target fishery for less

than 300 Ib (136 kg) of sablefish per day
would result in substantial discards, or
would be too low to sustain a viable
fishery, the Council agreed to maintain
the current daily trip limit. However, it
recommended further constraining
landings by adding a cumulative trip
limit of 2,100 Ib (952 kg) north of 36°

N. lat. per vessel per month. A
cumulative trip limit is the maximum
amount that may be taken and retained,
possessed, or landed per vessel in a
specified period of time (in this case, 1
month). Landings made under the daily
trip limits count toward the cumulative
limit. This cumulative monthly limit
would accommodate seven daily
landings at 300 Ib (136 kg). Any open
access landings of sablefish made in
May 1996 (even if made before this
closure is filed with the Office of the
Federal Register) will be counted toward
the 2,100-1b (952—-kg) cumulative limit
for the month. This cumulative monthly
limit does not apply to open access
trawl fisheries because they target on
non-groundfish species (pink shrimp,
prawns, California halibut, and sea
cucumbers) and are constrained by
other limits.

For the above reasons, NMFS concurs
with the Council’s recommendations
and modifies the annual management
measures announced at 61 FR 279
(January 4, 1996), as amended, as
follows:

1. Paragraph IV.1(1)(c)(ii) is revised to
read as follows:

“(ii) A daily trip limit of 50 Ib (23 kg)
of thornyheads taken and retained south
of Pt. Conception, CA.”

2. A new paragraph IV.I(1)(e) is added
to read as follows:

‘‘(e) Closure - thornyheads north of Pt.
Conception. The open access fishery for
thornyheads (shortspine or longspine)
north of Pt. Conception, CA is closed.
This closure applies to thornyheads
taken and retained with all open access
gear. Open access gear is gear used to
take and retain groundfish that does not
have a valid limited entry permit for the
Pacific coast groundfish fishery with an
endorsement for the gear used to harvest
the groundfish, including longline, trap,
pot, hook-and-line (fixed or mobile), set
net (south of 38° N. lat. only), and trawls
used to target non-groundfish species
(pink shrimp or prawns, and, south of
Pt. Arena, CA (38°57'30" N. lat.),
California halibut or sea cucumbers).”

3. Paragraph 1V.1.(2)(a) is revised to
read as follows:

‘(@) North of 36°00' N. lat. The
cumulative trip limit for sablefish taken
and retained north of 36°00" N. lat. is
2,100 Ib (952 kg) per month. The daily
trip limit for sablefish taken and
retained north of 36°00' N. lat., which
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counts toward the cumulative limit,
remains at 300 Ib (136 kg).”

Classification

These actions are authorized by the
FMP, which governs the harvest of
groundfish in the U.S. exclusive
economic zone off the coasts of
Washington, Oregon, and California.
The determination to take these actions
is based on the most recent data
available. The aggregate data upon
which the determinations are based are
available for public inspection at the
office of the Regional Director (see
ADDRESSES) during business hours.
Because of the need for immediate
action to reduce the harvest of
shortspine thornyheads, and because
the public had an opportunity to
comment on the action at the April 1996
Council meeting, NMFS has determined
that good cause exists for this document
to be published without affording a
prior opportunity for public comment or
a 30-day delayed effectiveness period.
These actions are taken under the
authority of 50 CFR 663.23(c)(1)(i)(E),
(G), and (L), and are exempt from review
under E.O. 12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: May 2, 1996.
Richard W. Surdi,

Acting Director, Office of Fisheries
Conservation and Management, National
Marine Fisheries Service.

[FR Doc. 96-11546 Filed 5-3-96; 4:47 pm]

BILLING CODE 3510-22-F

50 CFR Part 672

[Docket No. 960129018-6018-01; I.D.
050396C]

Groundfish of the Gulf of Alaska;
Pacific cod in the Western Regulatory
Area

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Closure.

SUMMARY: NMFS is prohibiting retention
of Pacific cod in the Western Regulatory
Area of the Gulf of Alaska (GOA). NMFS
is requiring that catches of Pacific cod

in the Western Regulatory Area be
treated in the same manner as
prohibited species and discarded at sea
with a minimum of injury. This action
is necessary because the total allowable

catch (TAC) of Pacific cod in this area
has been reached.

EFFECTIVE DATE: 12 noon, Alaska local
time (A.l.t.), May 5, 1996, until 12
midnight A.L.t., December 31, 1996.

FOR FURTHER INFORMATION CONTACT:
Mary Furuness, 907-586-7228.
SUPPLEMENTARY INFORMATION: The
groundfish fishery in the GOA exclusive
economic zone is managed by NMFS
according to the Fishery Management
Plan for Groundfish of the Gulf of
Alaska (FMP) prepared by the North
Pacific Fishery Management Council
under authority of the Magnuson
Fishery Conservation and Management
Act. Fishing by U.S. vessels is governed
by regulations implementing the FMP at
50 CFR parts 620 and 672.

In accordance with
§672.20(c)(1)(ii)(B), the TAC for Pacific
cod in the Western Regulatory Area was
established by the Final 1996 Harvest
Specifications of Groundfish (61 FR
4304, February 5, 1996) as 18,850 metric
tons (mt).

The Director, Alaska Region, NMFS,
has determined, in accordance with
§672.20(c)(3), that the TAC for Pacific
cod in the Western Regulatory Area of
the GOA has been reached. Therefore,
NMFS is requiring that further catches
of Pacific cod in the Western Regulatory
Area of the GOA be treated as
prohibited species in accordance with
§672.20(e).

Classification

This action is taken under 50 CFR
672.20 and is exempt from review under
E.O. 12866.

Authority: 16 U.S.C. 1801 et seq.

Dated: May 3, 1996.
Richard W. Surdi,
Acting Director, Office of Fisheries
Conservation and Management, National
Marine Fisheries Service.
[FR Doc. 96-11547 Filed 5-3-96; 4:47 pm]

BILLING CODE 3510-22-F

50 CFR Part 672

[Docket No. 960129018-6018-01; I.D.
050396B]

Groundfish of the Gulf of Alaska;
Pacific cod in the Central Regulatory
Area

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Closure.

SUMMARY: NMFS is prohibiting retention
of Pacific cod in the Central Regulatory
Area of the Gulf of Alaska (GOA). NMFS
is requiring that catches of Pacific cod

in the Central Regulatory Area be
treated in the same manner as
prohibited species and discarded at sea
with a minimum of injury. This action
is necessary because the total allowable
catch (TAC) of Pacific cod in this area
has been reached.

EFFECTIVE DATE: 12 noon, Alaska local
time (A.lL.t.), May 5, 1996, until 12
midnight A.l.t., December 31, 1996.

FOR FURTHER INFORMATION CONTACT:
Mary Furuness, 907-586-7228.

SUPPLEMENTARY INFORMATION: The
groundfish fishery in the GOA exclusive
economic zone is managed by NMFS
according to the Fishery Management
Plan for Groundfish of the Gulf of
Alaska (FMP) prepared by the North
Pacific Fishery Management Council
under authority of the Magnuson
Fishery Conservation and Management
Act. Fishing by U.S. vessels is governed
by regulations implementing the FMP at
50 CFR parts 620 and 672.

In accordance with
§672.20(c)(1)(ii)(B), the TAC for Pacific
cod in the Central Regulatory Area was
established by the Final 1996 Harvest
Specifications of Groundfish (61 FR
4304, February 5, 1996) as 42,900 metric
tons (mt).

The Director, Alaska Region, NMFS,
has determined, in accordance with
§672.20(c)(3), that the TAC for Pacific
cod in the Central Regulatory Area of
the GOA has been reached. Therefore,
NMFS is requiring that further catches
of Pacific cod in the Central Regulatory
Area of the GOA be treated as
prohibited species in accordance with
§672.20(e).

Classification

This action is taken under 50 CFR
672.20 and is exempt from review under
E.O. 12866.

Authority: 16 U.S.C. 1801 et seq.

Dated: May 3, 1996.
Richard W. Surdi,

Acting Director, Office of Fisheries
Conservation and Management, National
Marine Fisheries Service.

[FR Doc. 96-11548 Filed 5-3-96; 4:47 pm]

BILLING CODE 3510-22-F
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 26

RIN 3150-AF12

Modifications to Fitness-For-Duty
Program Requirements

AGENCY: Nuclear Regulatory
Commission.

ACTION: Proposed rule.

SUMMARY: The Nuclear Regulatory
Commission (NRC) proposes to amend
its regulations to modify the current
Fitness-For-Duty Program (FFD)
requirements. The proposed
amendments would apply to all
licensees authorized to construct or
operate a nuclear power reactor and all
licensees authorized to possess or
transport Category | nuclear material.
The proposed rule is intended to ensure
compatibility with changes made to the
Department of Health and Human (HHS)
testing guidelines, reduce unnecessary
burdens, and ensure continued
protection of public health and safety.

The NRC specifically requests
comments on a number of issues and, in
particular, as to whether the changes
would provide a substantial increase in
the overall protection of the public
health and safety and the common
defense and security, whether the rule
as whole does not constitute a backfit
since the rule’s cumulative effect is to
ease licensee burdens or leave them
essentially the same, whether those
subject to the rule would not object to
the new requirements in view of their
perception of overall benefit and, if so,
whether their non-objection could be
grounds for not applying the backfit
rule.

DATES: The comment period expires
August 7, 1996. Comments received
after this date will be considered if it is
practical to do so, but the Commission
is able to assure consideration only for
comments received on or before this
date.

ADDRESSES: Mail comments to: The
Secretary of the Commission, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555, ATTN:
Docketing and Service Branch.

Deliver comments to: One White Flint
North, 11555 Rockville Pike, Rockville,
Maryland between 7:30 am and 4:15 pm
on Federal workdays.

Copies of the draft regulatory analysis,
comments received, the Americans With
Disabilities Act Technical Assistance
Manual, HHS’s Medical Review Officer
Manual, and NIDA'’s Technical
Advisory of March 11, 1991, may be
examined at: the NRC Public Document
Room, 2120 L Street, NW. (Lower
Level), Washington, DC.

Copies of NUREG/CR-5784, “‘Fitness
for Duty in the Nuclear Power Industry:
A Review of the First Year of Program
Performance and an Update of the
Technical Issues,” NUREG-1385,
“Fitness for Duty in the Nuclear Power
Industry: Responses to Implementation
Questions,” and NUREG/CR-5758,
“Fitness for Duty in the Nuclear Power
Industry: Annual Summary of Program
Performance Reports,” CY 1994,
Volume 5, may be purchased from the
Superintendent of Documents, U.S.
Government Printing Office, P.O. Box
37082, Washington, DC 20402-9328.
Copies are also available from the
National Technical Information Service,
5282 Port Royal Road, Springfield, VA
22161. A copy is available for
inspection and/or copying in the NRC
Public Document Room, 2120 L Street,
NW. (Lower Level), Washington, DC.
FOR FURTHER INFORMATION CONTACT:
Loren L. Bush, Jr., Office of Nuclear
Reactor Regulation, U.S. Nuclear
Regulatory Commission, Washington,
DC 20555. Telephone: (301) 415-2944.

SUPPLEMENTARY INFORMATION:
Background

The NRC is proposing to amend its
regulations on ““Fitness-for-Duty
Programs,” as part of its ongoing
activities to improve its regulations.

The objective of the licensee’s fitness-
for-duty program is to provide
reasonable assurance that nuclear power
plant personnel are reliable,
trustworthy, and not under the
influence of any substance, legal or
illegal, or mentally or physically
impaired from any cause, which in any
way adversely affects their ability to
safely and competently perform their

duties. Fitness-for-duty programs
developed under the requirements of 10
CFR Part 26 are intended to create an
environment which is free of drugs and
the effects of such substances.

In its deliberation of the many issues
associated with the rulemaking, the
Commission desired that the rule ensure
a proper balance between safeguarding
individual rights and the Commission’s
responsibility to protect public health
and safety. The changes proposed in
this rulemaking are intended to be
consistent with the Commission’s
original goals and to ensure there is a
proper balance between the
Commission’s responsibility for
protecting the public health and safety
and its interest in protecting individual
employee rights from unconstitutional
invasion of their right to privacy.

The NRC has reviewed the experience
gained since publication of the rule on
June 7, 1989 (54 FR 24468), which was
implemented by licensees January 3,
1990. NRC review included information
from several sources, such as
inspections, periodic reports by
licensees on program performance,
reports of significant FFD events,
industry-sponsored meetings, initiatives
by the Nuclear Management and
Resources Council (NUMARC) (now the
Nuclear Energy Institute) and the
Substance Abuse and Mental Health
Services Administration (SAMHSA)
(formerly the National Institute on Drug
Abuse [NIDA]) and its Drug Testing
Advisory Board, and current literature.
The review indicates that, although the
rule is fundamentally sound and
provides a means for deterrence and
detection of substance abuse, some
matters need to be addressed. These
matters include the—

(1) Need to ensure compatibility with
changes made to the HHS guidelines;

(2) Reduction of burden on licensees
while fulfilling the purpose of the rule;

(3) Need for a limited number of new
requirements, e.g., to further reduce the
potential for subversion of the testing
process and to make clear that the
appeal process applies to all persons
covered by the rule; and

(4) Need to clarify the Commission’s
original intent in several areas to reduce
incorrect or inconsistent use and
differing interpretations and to make a
number of administrative changes.

While none of the proposed
amendments represent major changes,
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they do represent modifications that
would substantially reduce the cost of
implementation to licensees; enhance
overall program integrity, effectiveness,
and efficiency; and help to ensure the
continued protection of public health
and safety.

Discussion

The proposed amendments take into
account the experience gained in
implementing the initial rule,
developments in the FFD area, and
actions by other Government agencies
on drug testing and other FFD concerns.
During implementation of new
regulations, particularly regulations in
rapidly evolving disciplines such as
drug testing and employee reliability, a
substantial number of lessons are
learned from experience. The first five
years of experience with the NRC’s
fitness-for-duty rule are no exception. A
significant number of the proposed
revisions are adjustments to the rule
that would decrease the burden on
licensees without reducing the
protection of public health and safety
afforded by the rule. For example, one
proposed revision would allow
licensees to grant unescorted access to
personnel covered by another licensee’s
FFD program. This would facilitate
interchange of employees in, for
example, “peer evaluator” situations.
Another proposed revision of this type
would permit licensees to accept
generic portions of training provided by
another licensee to people covered by
the rule. This revision would recognize
that significant portions of all licensees’
fitness-for-duty training cover the same
general subjects and would facilitate
more timely contractor support during
outages.

While some proposed revisions would
increase program efficiency, others
would ensure that the Commission’s
FFD program more effectively achieves
its objectives. For example, the
Commission is proposing several
revisions to the rule’s drug and alcohol
testing requirements that would clarify
testing processes and purposes. While
many of these rule changes would
strengthen testing requirements, others
would reduce the testing burden on
licensee and contractor employees.
These and other revisions would bolster
the rule’s protection of public safety
while reducing the industry’s regulatory
burden where possible.

The NRC is also proposing a
substantial number of revisions to
respond to legal and regulatory changes
that have occurred since the publication
of 10 CFR Part 26. For example, the
Department of Transportation (DOT)
and its operating administrations (e.g.,

the Federal Aviation Administration
(FAA), the Federal Railroad
Administration (FRA), and the Federal
Highway Administration (FHA)) and
other Federal and State agencies have
expanded their drug and alcohol testing
requirements during the past five years.
Some of these regulatory changes have
created requirements applicable to some
licensee employees and contractors that
duplicate the NRC’s drug and alcohol
testing requirements. To reduce
unnecessarily duplicative burdens, the
Commission is proposing to permit
testing performed under these other
programs to be accepted in lieu of 10
CFR Part 26 testing when individuals
covered by an NRC program are also
subject to another program. Another
change since the publication of 10 CFR
Part 26 has been the implementation of
the requirements of the Americans with
Disabilities Act (ADA). While the ADA
specifically exempts the NRC’s program
from certain requirements, various
proposed revisions to the regulation
accommodate certain aspects of the Act.
For example, the current rule requires
licensees to determine whether
unescorted access to protected areas and
other activities specified in 10 CFR 26.2
have ever been denied to people seeking
unescorted access because of substance
abuse and related activities. This section
would be revised to limit such inquiry
to events that may have occurred during
only the previous five years.

During the first years of FFD rule
implementation a number of
requirements have been found to be
ambiguous and therefore subject to
inconsistent application by licensees.
These ambiguities have been costly to
licensees and NRC staff as they have
required a substantial number of
discussions involving licensee FFD
staff, attorneys, and consultants; NRC
inspectors; and NRC headquarters staff.
Although these ambiguities have
already been clarified for many licensee
programs, the NRC is proposing
revisions that would clarify the
Commission’s intent and help ensure
that the regulation is consistently
implemented, inspected, and enforced
throughout the industry. Increased
consistency of rule application
throughout the industry will benefit
licensees and their employees by
reducing the chances of arbitrary or
discriminatory application of the rule.

Finally, there are a number of
proposed revisions that would improve
the clarity of the rule. For example,
several terms regarding the testing
process and testing results have been
more carefully defined and consistently
used to eliminate difficulties in
interpretation.

In considering the actions to be taken,
the NRC will continue to consider the
proper balance between safeguarding an
individual’s rights and protecting public
health and safety.

In proposing these FFD rule revisions,
the NRC also notes that it is continuing
to move toward a performance-based
regulatory approach in most of its rule
making. Performance-based regulations
are intended to give regulated entities
clear guidance as to the objective of
those regulations but not to be overly
prescriptive in mandating specific
means by which those entities must
achieve the objectives. In taking this
approach, the Commission expects to
promote efficiencies in nuclear facility
operations while maintaining the
highest standards of public health and
safety. Both NRC policy and
Congressional directives emphasize the
need for the Commission to move
toward performance-based regulation.

While some of the proposed FFD rule
revisions reflect this performance-based
philosophy—most notably the increased
licensee discretion incorporated into
§26.80 auditing requirements—the
somewhat prescriptive nature of the
current 10 CFR Part 26 (particularly of
Appendix A), and many of the proposed
revisions, are a partial departure from
that regulatory approach. The NRC
believes that several characteristics of
and issues associated with fitness-for-
duty programs make it necessary for the
Commission to continue to provide
detailed directives in this particular
context. A relatively more specific
regulatory approach, for example, will
continue to assure that state and local
restrictions will not hinder the stringent
drug and alcohol testing needed to
assure that personnel covered by the
rule will continue to safely and
competently perform their duties. If the
NRC'’s requirements are not clearly
stated in the rule, some state and local
laws would prohibit licensees from
implementing key program elements,
thus making complete achievement of
the rule’s performance objectives
difficult or impossible. The NRC
believes that it must maintain the
specificity of this rule in order to clearly
preempt such state and local laws that
could otherwise apply to licensees’
fitness-for-duty programs.

The rule’s specificity also protects the
rights of personnel subject to the rule’s
mandates. Many of the rule’s detailed
requirements address the need to assure
that testing is performed in a highly
reliable manner and that workers are not
wrongly accused due to false positive
test results. Many of these details
address these concerns and have served
to provide high confidence that false
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positives will not be obtained. While
protecting workers against unwarranted
damage to their careers in this way,
these detailed requirements provide
quality controls that also assure
accurate, valid, and dependable test
results. This, in turn, bolsters FFD
program credibility and acceptance
among workers. The specific provisions
in the rule have assured workers who do
not abuse drugs or alcohol that FFD
program requirements are administered
fairly and competently and that their
fellow workers who do violate FFD
policy will likely be detected and
removed from duty.

The rule’s specificity has also
benefited licensees during the first five
years of the rule’s implementation. This
specificity has, for example, helped
assure that positive test results can be
more easily defended when challenged
in court and during unemployment
proceedings. They have also provided a
clear statement of the NRC’s position for
licensees and labor representatives to
use when negotiating FFD-related issues
in collective bargaining agreements. The
introduction of drug testing and related
fitness-for-duty program requirements
into the workplace is a mandatory issue
for collective bargaining under the
National Labor Relations Act. A
prescriptive fitness-for-duty rule enables
licensees and labor representatives to
more effectively achieve the NRC’s
program objectives by clearly showing
that the NRC requires particular
program elements to be implemented in
specific ways.

Like the NRC, other Federal and state
agencies have also found it necessary to
establish specific requirements rather
than adopt a more performance-based
approach to assuring worker fitness. For
example, the detailed nature of the
NRC’s FFD rule is matched by the drug
use and alcohol abuse prevention rules
promulgated by the DOT and its five
operating administrations. The level of
detail of the HHS requirements for the
testing of Federal workers is also
comparable to that provided by Part 26.
The experience of these agencies bears
out the need for relatively specific
regulations in this workplace fitness
context.

The NRC seeks public comment on
the following issues. Public comments
should be submitted to the NRC as
indicated under the heading ADDRESSES.

1. Would any of the proposed
changes, group of related requirements
(e.g., modifications to prevent
subversion of the testing process, further
ensure the accuracy and integrity of
testing, clarify actions for removal), or
the rulemaking as a whole provide a
substantial increase in the overall

protection of the public health and
safety or the common defense and
security? Are the groupings and
subgroupings of the changes contained
in the Backfit Analysis section of this
Federal Register notice appropriate and
are the changes categorized properly?
Are the changes in Group Il worthwhile
and necessary to better accomplish the
FFD rule’s objective, clarify the rule’s
existing requirements, and reduce
ambiguities. Does the rule as a whole
not constitute a backfit since the rule’s
cumulative effect is to ease licensee
burdens or leave them essentially the
same, rather than to increase them. Does
anyone subject to the rule not object to
the new requirements in view of their
perception of an overall benefit and, if
so, would their non-objection be
grounds for not applying the backfit
rule? Although the NRC believes that
the proposed specific changes to the
fitness-for-duty rule (FFD) would be the
most efficient method of accomplishing
the regulatory objectives of the changes,
are there any viable alternative
approaches that should be considered,
particularly with respect to the
proposed changes in Group 11l B? Could
the rule be less specific in stating the
requirements? The staff’s analysis of
alternative approaches such as
development of a Regulatory Guide,
NUREG good practices, meetings with
licensees, or industry initiatives, is
contained in the draft Regulatory
Analysis.

2. Should the NRC revise Appendix A
to 10 CFR Part 26 to incorporate
revisions to the Mandatory Guidelines
for Federal Workplace Drug Testing
Programs recently adopted by the
Department of Health and Human
Services (HHS) (June 9, 1994; 59 FR
29908)? The Commission proposes
adoption of the changes to the HHS
guidelines. In most instances, the HHS
guidelines have been adopted as
published by HHS; however, in some
cases modifications are proposed to
allow compatibility within the
framework of the original FFD rule (e.g.,
on-site testing provisions dictated
differences in minimum specimen
volume, minimum number of blind
performance specimens, on-site
determination of the validity of
specimens). The NRC desires to be
consistent with the HHS Guidelines,
absent a compelling reason why a
departure is necessary.

3. With respect to the discussion of
the proposed changes to §26.24, are
there any alternative techniques for
testing for alcohol that should be
considered for adoption by the NRC?

4. During the past five years of
program operations, several parties have

recommended that the NRC consider
obtaining certain types of information in
addition to that currently required to be
submitted under the provisions of
§26.71(d). They believe that the
Commission could use such information
to better manage its FFD program
oversight responsibilities, which
includes formulation of public policy.
The specific additional types of
information and their potential use by
the NRC are described in the discussion
of proposed revisions to §26.71 but are
not incorporated into the proposed
changes to the text of the rule. The NRC
requests public comment on whether
the licensees should be required to
collect, analyze, and submit to the NRC
such additional types of information.

5. The NRC is proposing to add a new
Section 2.7(e) to Appendix A that would
require testing to determine specimen
validity (i.e., detect evidence of
adulteration or dilution) before
performing a screening test on site (if
appropriate) and at the HHS laboratory.
This would be an adaptation of a change
HHS made to its guidelines in June,
1994. However, not all dilute specimens
are the result of attempts to avoid
detection. Hence, to minimize the
probability of incorrect conclusions
from such events, suspect specimens,
including those with abnormal specific
gravity (SG) would be subject to
screening and confirmation testing
using the limit of detection that the
laboratory is capable of performing. The
Commission requests comments
regarding this change, and, in addition,
requests comments on three other
revisions to detect evidence of
adulteration or dilution that are under
consideration:

a. Including Ph and/or creatinine as
well as SG in the required testing to
determine specimen validity;

b. Requiring tests to determine
specimen validity (which might include
SG, Ph, and/or creatinine) immediately
after specimen collection at all sites and
immediate collection of a second
specimen from those individuals
providing specimens with abnormal
gualities; and

c. Requiring tests at one-half of the
cut-off levels specified for each drug
instead of at the HHS-certified
laboratory’s limit of detection for
suspect specimens.

6. With respect to the discussion of
the proposed changes to Section 2.7 of
Appendix A:

a. Should the NRC require tests for
agents that can be added to urine as an
attempt to mask THC (marijuana) or
other drugs?

b. Should the NRC raise the cutoff
levels for screening and confirmation
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tests for opiates to reduce the
laboratory-confirmed positives for
opiates that the medical review officer
(MRO) determines to be negative? Given
the high level of concern for safety in
the nuclear industry, should the NRC
retain the current levels, even if HHS
should raise the levels for ‘““demand
reduction” programs covered by its
Guidelines as it proposed on November
16, 1995 (60 FR 57587).

7. A key element of assuring the
integrity of the testing program is the
continued assurance of test accuracy
through licensees’ submission of blind
performance test specimens to HHS-
certified laboratories as required by
Section 2.8(e) of Appendix A. The NRC
has received a number of suggestions
regarding improving these blind
performance test specimen
requirements. The Commission is
considering each of these suggested
revisions and invites public comment
on the following:

a. A limited HHS survey of blind
performance test specimens supplied by
various vendors has indicated a wide
range of drug or metabolite
concentrations in spiked specimens.
Should the NRC require licensees to
assure that concentration ranges for
blind performance test specimens be
within a defined range (to be
determined in consultation with HHS)?

b. Should the NRC require that
providers of performance test specimens
be separate and independent (no
conflict of interest) from those
performing the specimen collection,
specimen testing, MRO, and auditing
functions?

8. The NRC has received requests
from several licensees and vendors to
permit the on-site use of non-
instrumented, qualitative immunoassay
methods that involve the use of
inexpensive, disposable devices. As
discussed in more detail under the
proposed changes to Section 2.7 of
Appendix A, these screening techniques
have not been validated to achieve the
high levels of specificity and accuracy
that are needed in FFD programs. Of
concern to the Commission is that these
devices may produce an unacceptably
high number of false negative test
results and may be easily subverted. The
Commission invites public comment on
the advisability of creating guidelines,
quality assurance procedures, and
performance standards to govern use of
these devices. Alternatively, should the
Commission prohibit the use of these
devices until such time as HHS (or
another agency) has developed
guidelines, procedures, and standards.
Should there be a Conforming Products
List for these devices similar to that

published by the National Highway
Traffic Safety Administration (NHTSA)
for evidential breath measurement
devices? Who should administer such a
program?

Groups of Interrelated Revisions

Several of the proposed rule changes
should be considered as groups of
interrelated revisions that, if adopted,
will interact with each other and with
the current rule to accomplish
important FFD objectives. Foremost
among these are several revisions
intended to minimize subversion of the
testing process. Subversion has proven
to be a continuing problem that
threatens the effectiveness of workplace
testing programs across the country.
Although a number of techniques for
subverting the testing process exist,
flushing (diluting the specimen by
drinking copious amounts of water)
appears to be the most common. The
proposed rule is intended to reduce the
potential for successful subversion by
flushing include (1) a requirement that
licensees minimize the time between
notification of the person to report for
a random test and the collection of the
specimen and (2) a requirement to
determine the validity of specimens,
which would be done through testing
for specific gravity (SG) and may
include several other methods. Other
forms of subversion include the
adulteration of specimens and the
submission of surrogate specimens.
Reducing the time between notification
and testing will also counter these
subversion techniques. To further
reduce the potential for subversion, the
NRC proposes using a narrower
temperature range than set by the HHS
guidelines for determining an
acceptable specimen. This would make
it more difficult to submit surrogate
specimens and to use some dilution
techniques. The proposed rule also
would revise various sections to state
more clearly that any act or attempted
act of subversion is to be considered a
violation of FFD policy. These revisions
would provide an integrated response to
the problem of subversion.

The Commission also is proposing to
require that dilute and other
guestionable specimens be tested at the
lowest level of detection (LOD) that the
laboratory is qualified to use. While this
revision would have an anti-subversion
effect, its primary purpose would be to
further protect those being tested.
Currently, when a testing laboratory
determines that a specimen is dilute or
otherwise of questionable quality, the
person tested is required to produce a
second specimen under the direct
observation of a collection site person.

Test results indicate, however, that a
great majority of dilute specimens result
from reasons other than drug use.
Requiring level-of-detection testing
would infringe less on the individual’s
privacy by minimizing the need to
produce a second specimen under direct
observation. It would protect those
being tested also by providing MROs
with additional useful information to
enable them to make accurate
determinations of whether a specimen
of questionable validity has actually
been adulterated or diluted.

The proposed revisions pertaining to
removal from unescorted access because
of FFD policy violation and subsequent
return to work constitute a second
important group of interrelated
revisions. One revision would clarify
the Commission’s original intent that
any violation of a licensee’s FFD policy
must result in immediate removal from
unescorted access status upon
determination of a violation. Before a
person is allowed to return to work, the
condition that led to removal would
have to be resolved through a medical
determination of fitness conducted by
appropriately qualified personnel and
the person would have to be tested
under a proposed return-to-duty testing
requirement. Another related revision
would clarify the Commission’s intent
that persons to whom unescorted access
is reinstated after a policy violation are
to be subject to follow-up testing for a
three-year period. These and other
proposed changes are intended to
provide a more complete set of
requirements relating to removals and
return to duty.

The NRC is also proposing a set of
revisions that would address situations
in which individuals subject to the
rule’s testing requirements are only
infrequently on site. Although most
licensees have appropriate provisions in
this area, several licensees have gone to
great expense in bringing off-site
workers to the collection facility for
testing immediately upon their being
chosen from the random testing pool.
Some off-site workers have been
required to drive 2—4 hours each way,
fly cross country, and/or stay overnight.
Some licensees use mobile collection
facilities or teams to travel to the
location of the person selected for
testing. One proposed revision would
make clear the NRC’s original intent that
people need not be immediately brought
to the site for testing in such situations.
Another related revision would
eliminate the requirement for a suitable
inquiry into a person’s employment
status when the person returns to a site
after having not been covered by an FFD
program for thirty days or less. This
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revision would also clarify the
requirements applicable to individuals
who come to the site only infrequently.

A fourth group of revisions relates to
testing for alcohol. Impairment caused
by alcohol misuse creates a safety risk
that is fundamentally similar to the risk
posed by the misuse of illegal drugs.
Some licensees, however, have imposed
lesser sanctions for alcohol violations,
an approach that is contrary to the
Commission’s intent. The NRC proposes
to rectify this situation by explicitly
requiring the same minimum sanctions
for abuse of alcohol as currently exist
for use of illegal drugs. Several
proposed revisions would contribute to
this objective. One revision would
explicitly define the FFD policy
violations involving alcohol. Likewise,
alcohol test results between 0.02 and
0.04 percent would be forwarded to the
Medical Review Officer (MRO) for back
calculation to determine whether the
person had an impermissibly high blood
alcohol content while on duty. The
requirements concerning conduct of
suitable inquiries would also be revised
to explicitly require that licensees
determine whether persons seeking
unescorted access status have ever used
alcohol in a manner that resulted in on-
duty impairment.

A fifth group of proposed revisions
would address current ambiguities
associated with the testing for the use of
amphetamines. The standard for
confirmatory testing for
methamphetamines would be
supplemented with the requirement that
specimens must also contain a specific
amount of amphetamine to be
confirmed as positive. Multiple
screening tests would be permitted to
reduce the amphetamine testing
problems caused by cross reactivity. A
requirement that specimens confirmed
positive for amphetamines must also be
tested for d and | isomers is another
related proposed revision. Another
proposed revision would allow an extra
two days for HHS-certified laboratories
to report to licensees test results having
suspected amphetamines. These
revisions would serve to clarify and
rationalize testing requirements for
amphetamines.

Use of Old Test Results

The NRC also cautions licensees that
test results obtained before January 3,
1990, should be considered with great
care. The results may be questionable
for the following reasons:

¢ The HHS laboratory certification
program was initiated in 1988 and by
the end of 1989 about 40 laboratories
were certified. Many of the laboratories
being used did not meet current

performance standards for accuracy and
reliability.

* |n some cases, confirmation tests
may not have been conducted.

* In many cases, there was no review
by a technically qualified person, such
as a MRO, to determine if legitimate
uses of drugs (particularly
amphetamines and opiates) were
causing the results reported by the
laboratories.

The NRC staff has been informed of
several cases in which persons alleged
they had a record of a questionably
positive drug test 5 to 15 years ago, have
since worked in the nuclear industry
with a good work record and no positive
drug tests, and are now denied
employment. The Commission
recognizes that positive drug test results
obtained before the rule was
implemented may indicate persons who
have a significant past history of drug
abuse but, because of the factors noted
above, other available information
should also be considered.

Description of Proposed Changes by
Section

The following discussion describes
the changes to the current FFD rule that
are being proposed and the reasons for
the changes.

Section 26.2 Scope

The NRC proposes to amend this
section to include specified classes of
personnel who administer testing
programs. Although Section 2.3 of
Appendix A requires that licensees
carefully select and monitor persons
responsible for administering the testing
program based upon the highest
standards of honesty and integrity, some
licensees’ testing programs have not
included all persons originally intended
to be tested. This action is taken to
clarify the Commission’s original intent
because although these people normally
work outside the protected area, their
actions do have an ongoing effect on
safety and would have an impact on the
confidence of management and the
workforce in the integrity of the
program and the reliability of the
results. Persons who administer testing
programs are in a position to permit
substance abusers to remain undetected.
The persons who administer the tests
could inadvertently omit testing of an
employee as a result of impaired
behavior on the part of the test
administrator because of substance
abuse or intentionally because of
motives associated with substance
abuse, empathy with the abuser, etc.
Furthermore, the omission of test
administrators from testing and other
program requirements tends to

undermine the credibility of licensees’
FFD programs.

Several reported incidents have
confirmed the need to assure that FFD
program personnel meet the highest
standards of honesty, integrity,
reliability, and trustworthiness. For
example, one licensee added collection
personnel to the testing pool after
investigation of an allegation
determined that two specimen
collectors were substance abusers. In
another instance, a contracted MRO not
in the testing pool was reported to be an
alcoholic and an abuser of prescription
drugs.

The proposed revision to §26.2(a)
would fulfill the NRC’s original
objective for this section and require all
licensees to extend the coverage of their
programs to the following three classes
of FFD personnel:

¢ Personnel who can link test results
with the person who was tested;

e Personnel making removal and
return-to-work recommendations or
decisions; and

« Personnel involved in the selection
and notification of employees for testing
and the collection of specimens.

Specimen collectors, the MRO, the
FFD program manager, Employee
Assistance Program (EAP) counselors,
and other selected administrative staff
would be examples of FFD program
personnel who would be included
within this clarification of the rule’s
scope. Testing of FFD personnel is
further discussed in conjunction with
Section 2.3 of Appendix A.

The NRC also proposes to amend
§26.2 to allow reduced scope programs
for facilities that are in the process of
being decommissioned. Because the
level of risk associated with these
facilities will decline during
decommissioning, the revision is
designed to provide the NRC with the
flexibility to tailor the FFD program to
site-specific factors as deemed
appropriate by the NRC to protect
public health and safety.

Finally, the NRC proposes to amend
§26.2 to provide that people covered by
a program regulated by another Federal
or state agency that meets the general
performance objectives of the FFD rule
need not be additionally covered by a
licensee’s FFD program. Duplicate
testing and training requirements
applicable to an appreciable number of
individuals working at nuclear facilities
have become an increasing problem as
the Department of Transportation’s drug
testing requirements and new alcohol
testing rule have been implemented.
Differences in specific program
requirements, such as the use of
different cut-off levels (but which are at
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least as stringent as the HHS
guidelines), would be unlikely to have
a significant effect on the licensee’s FFD
program in meeting the general
performance objectives. The licensee
would continue to be responsible for
behavioral observation, immediate
removal from duty of persons whose
fitness may be questionable, and for-
cause testing for a specific situation.
This revision would reduce the burden
on individuals covered by multiple
Federal and State programs with
requirements that duplicate the FFD
rule.

Section 26.3 Definition

The NRC proposes that this section be
modified to clarify definitions of some
terms, to make terms and definitions
more consistent with those used by
other Federal agencies (including the
Substance Abuse and Mental Health
Services Administration and the
Department of Transportation), to
provide new definitions to support
other sections of the rule, and to remove
three terms, “‘random test,” “‘follow-up
testing,” and *‘suitable inquiry,”
because they are already fully defined in
the text of the rule. In addition, several
terms have been moved to this section
from Section 1.2 of Appendix A because
they first appear in the main body of the
rule.

For the most part, changes in this
section are intended to eliminate
differing interpretations and ambiguities
in current wording. The Commission
proposes three changes to the terms
used for definitions of drug test results.
The changes include modification to the
definition of “confirmed positive test”
to reflect proposed changes to terms and
definitions, and the addition of the
terms “‘laboratory confirmed positive”
and “‘unconfirmed positive test result.”
“Laboratory confirmed positive” would
refer to the positive outcome of a gas
chromatography/mass spectrometry
(GC/MS) test. These tests are reviewed
by the MRO to determine if they show
a violation of the FFD policy or if there
is a medical explanation for the positive
result. “Unconfirmed positive test
result” would refer to the result of a
screening test that is not negative. The
original wording of the rule refers to
these results in a number of ways, most
often as ““presumptive positives.” The
term “presumptive positive” and other
terms used to refer to this result have
been replaced with “‘unconfirmed
positive test result” throughout the rule
to increase clarity and consistency. The
definition of “‘confirmatory test” would
be revised to reflect a proposed revision
made elsewhere in the rule relating to
blood tests for alcohol that could be

used in an appeal. The term “‘screening
test”” would replace the former terms
“initial or screening test” in the
interests of clarity.

The NRC proposes to add a definition
of “medical determination of fitness” to
support proposed changes to other
sections of the regulation. This term
would clarify the role of the MRO or
other licensed physician in determining
fitness for duty and provide a standard
regarding what constitutes this
determination. The focus of the medical
determination would be to determine if
a rule or policy violation has occurred
and to evaluate the potential for on-duty
impairment (e.g., of sensory, cognitive,
motor and communicative skills) that
would interfere with the safe
performance of the individual’s duties.

A new definition of ““behavioral
observation” is proposed that would
clarify the role of supervisors in
monitoring the behavior of workers
under their oversight. It is the NRC’s
intent that all personnel having
unescorted access to the protected area
be subject to behavioral observation. To
accomplish this goal, supervisors are
expected to observe the behavior of all
personnel with whom they have routine
contact, not only those workers for
whom they have direct supervisory
responsibility. Licensees would, for
example, be responsible for ensuring
that contractor employees whose
supervisors may remain off site be
subject to behavioral oversight by
licensee supervisory personnel when
within the protected area. The
contractor employees would, however,
still be subject to behavioral observation
by their own supervisors when off site.
A definition for “supervisor” is
proposed to clarify that supervisors
include all personnel with supervisory
responsibilities over workers with
unescorted access, whether they are on
site or off site.

The NRC proposes to add the terms
‘““abuse of legal drugs’ and *‘substance
abuse” and definitions for these terms to
clarify the intent of the rule and to
support changes to management actions
and sanctions regarding alcohol and
other legal drugs and substance abuse.

The NRC proposes to add the term
“subversion’ and to define it in terms
of the intentional causing of a missing
or inaccurate drug or alcohol test result
at any stage of the testing program,
including the process of selection and
notification, specimen collection,
specimen analysis, testing, and
reporting of test results.

Finally, the NRC proposes that the
definition of “‘aliquot” be modified by
adding language designed to make it
clearer that the aliquot is a

representative sample of a specimen and
can be used for retesting.

Section 26.7 Communications

A new section, “Communications,”
similar to existing sections in other 10
CFR Parts would be added to ensure
that communications with the NRC are
processed properly.

Section 26.8 Information Collection
Requirements: OMB Approval

The NRC proposes to delete § 26.8(c)
which presents an estimate of the total
time burden for this Part’s
recordkeeping requirements and solicits
licensee comments concerning the
accuracy of the estimate and ways by
which the burden can be reduced. This
information is not normally codified in
the regulations and is being deleted to
maintain consistency with other parts
throughout 10 CFR Chapter I. Burden
estimates and requests for public
comments on the burden estimates
continue to be published in the
preamble of Federal Register Notices for
NRC rulemaking in accordance with
Office of Management and Budget
(OMB) regulations.

Section 26.20 Written Policy and
Procedures

The NRC proposes several changes to
this section. One amendment would
make it clear that licensees’ overall
description of their policy on FFD must
be prepared in a summary form, which
most licensees have done, and made
readily available to employees covered
by the rule [8 26.20(a)]. It has been noted
during inspections that a few licensees
had incorporated their FFD policy into
the several procedures that were not
readily available to employees. The
NRC'’s intent remains that licensees
publish a statement notifying employees
of the policy as is required by the Drug-
Free Workplace Act of 1988.

Other amendments would clarify
§26.20 (a) and (d) to ensure that a
licensee’s FFD policy addresses
employees’ off-site involvement with
illegal drugs, the abuse of legal drugs,
the subversion of the testing process by
adulterating or substituting specimens,
the refusal to provide a specimen, and
use of prescription and over-the-counter
medications that may cause impairment.
This revision would make explicit the
need to address FFD concerns that have
emerged during the first five years of
program operation.

Another amendment would clarify the
requirements pertaining to licensees’
procedures to ensure that persons called
in to perform an unscheduled working
tour are fit to perform the task assigned
[§26.20(e)]. This section currently
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requires called-in employees to state
whether they have consumed alcohol
within the licensee’s pre-duty
abstinence period. The proposed
revision would make it clear that this
declaration of fitness includes fitness to
perform tasks assigned, not just alcohol
consumption. These revisions would
afford employees an added safeguard in
that they would have an opportunity to
express their own opinion as to whether
they believe themselves fit in view of
fatigue, illness, use of medication or
consumption of alcohol to perform
assigned tasks. This requirement would
also enable licensees to obtain the
information over the telephone to avoid
having to get that person safely home
after arriving onsite unfit to work, call
in another person, and avoid the
potential for civil lawsuits that could
arise from accidents while the called-in
person is in travel.

Another amendment would remove
the statement that the Commission may
review the licensee’s FFD policy and
procedures at any time [8 26.20(f)]. This
provision is unnecessary because the
Commission may always inspect the
licensee’s program.

A new §26.20(f) would add a
paragraph that would allow licensees to
credit unescorted access status granted
by other licensees. Such individuals
must be covered by the random testing
and behavioral observation programs of
either the original licensee employer or
that of the host licensee. This change
would facilitate the interchange of
personnel among licensees in, for
example, situations where a ““peer
evaluator” from one licensee works with
a second licensee (e.g., inspections
conducted under the auspices of the
Institute of Nuclear Power Operations
(INPQ)). It clarifies that there is no need
for a licensee to audit another licensee’s
program before granting unescorted
access to that licensee’s employee.

The NRC continues to believe that an
abstinence period of at least 5 hours
preceding any scheduled working tour
is appropriate and wishes to clarify the
implications of this abstention period
for employees. This requirement
continues to accommodate a reasonable
and moderate amount of off-duty
alcohol consumption outside the
abstention period. Employees do need
to be aware, however, that immoderate
alcohol consumption, even if it occurs
before the start of the abstinence period,
can later result in an FFD policy
violation. If, for example, an employee
were to consume a relatively large
volume of alcohol six hours before
starting work and, in the interim,
consume a heavy meal (the
consumption of food can significantly

slow the metabolism of alcohol), the
employee could be at risk of violating
FFD policy (i.e., could have a blood
alcohol content (BAC) of 0.04 percent or
higher when reporting for work).
Therefore, it is incumbent upon
employees to exercise restraint in their
alcohol consumption even outside of
the 5-hour abstention period. Although
moderate off-duty drinking is not
prohibited by FFD policy, employees
should understand heavy alcohol
consumption can be an FFD concern
even though it occurs before the
abstinence period. The NRC is aware
that some past alcohol-related violations
of licensees’ FFD policies have resulted
from employees’ lack of understanding
of these issues. Communication of these
matters to employees is particularly
important because the proposed rule
would make management sanctions
mandatory for alcohol-related FFD
policy violations.

Section 26.21 Policy Communications
and Awareness Training

The NRC proposes to decrease the
frequency of FFD policy and awareness
refresher training from every 12 to every
24 months. However, the Commission
expects that FFD program changes, such
as would be mandated by final
rulemaking, would be communicated to
all affected workers before the changes
are implemented. The material
presented in this training is relatively
straightforward and is not expected to
change significantly over time.
Refresher training on a nominal 24-
month frequency would be sufficient to
keep personnel covered by the rule
aware of FFD program policy and
procedures. Another proposed
amendment to this section would allow
licensees to accept the generic portions
of training of individuals who have been
subject to a Part 26 program at another
site and have received initial or
refresher training within the past 24
months; site-specific training would
continue to be required before
unescorted access may be granted.
Policy communications and awareness
training covers a number of common
areas that are consistent across licensee
programs. Because there are some
differences among licensees, new
personnel should be trained in those
aspects of licensee programs that are
particular to the site.

Section 26.22 Training of Supervisors
and Escorts

The NRC proposes to amend the
provision pertaining to the initial and
refresher FFD training of supervisors
and escorts. One amendment would
clarify the NRC’s intent that, except in

the case of people receiving their initial
supervisorial assignment, all
supervisors of licensee employees and
contractor personnel and all escorts
must fully complete their initial FFD
supervisory training before assignment
to duties within the scope of Part 26.
Supervisors of licensee employees
receiving their initial assignment would
be required to complete training as soon
as feasible but would continue to have
up to three months to complete initial
training. Supervisors of contractor
personnel receiving their initial
supervisorial assignment would have
only ten days to complete initial
training. Given the higher rate of
positive tests among contractor
personnel, it is particularly important to
ensure that contractor supervisors
complete their training either before or
very soon after they assume their duties.
Although the NRC considered amending
the rule to clarify requirements
concerning situations in which
contractor, and possibly some licensee,
supervisors do not have unescorted
access privileges themselves but
supervise people who do have such
privileges, it believes the following
guidance should suffice. The NRC
expects that those supervisors who do
not come on site would be trained in
drug recognition, behavioral
observation, and procedures for
initiating corrective action. The NRC
also expects that, while on site, these
workers are observed by someone
trained in these matters.

The NRC is concerned that some
licensees may have appointed people as
“‘acting’’ supervisors for periods of less
than three months and have given these
people none of the programmatic
training required by this section. The
NRC believes that even “acting”
supervisors must be trained in the five
topics appearing in § 26.22(a) as soon as
feasible.

The NRC is also proposing to allow a
written examination that demonstrates
an adequate knowledge of pertinent FFD
issues and material to be used in lieu of
refresher training for supervisors and
escorts in two out of every three years.
Allowing the use of a written exam
would increase flexibility without
compromising the integrity of FFD
programs and may decrease
administrative expenses. The NRC has
declined to change the nominal 12-
month frequency associated with this
refresher training for supervisors and
escorts as it proposes to do for the
policy communications and awareness
training required by §26.21(b).
Supervisors and escorts must, for
example, be able to recognize drug use
or degradation of performance of the
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people working around them. Having
training, or a written examination in
lieu of training, at an interval of more
than 12 months may not be sufficient to
ensure that supervisors and escorts
would remain diligent and effective in
performing these functions.

Another proposed amendment would
allow licensees to accept the training of
people who have been subject to a Part
26 program at another site and have had
initial or refresher training (or testing in
lieu of refresher training) within 12
months before assignment to
supervisory duties. This proposed
revision would facilitate the movement
of supervisory personnel among
licensees and decrease licensee costs for
training individuals in a number of
common areas that are consistent across
licensee programs. As noted previously,
because there are some differences
among licensees, new employees should
be trained in those aspects of the
licensee’s program that are site specific.

As noted by the Commission’s
regulatory review group, behavioral
observation training as described in
§26.22(a) should not focus solely on
substance abuse. Instead, it should also
provide managers and supervisors
training in appropriate actions to take
(e.g., referral to EAP) when individuals
have FFD problems other than
substance abuse that affect them (e.g.,
stress, fatigue).

Section 26.23 Contractors and
Vendors

This section currently requires that
personnel who have been denied access
or removed from activities within the
scope of Part 26 for violations of an FFD
policy will not be assigned to activities
within the scope of Part 26 without the
knowledge and consent of the licensee.
During the first five years of FFD
program operations instances occurred
in which personnel with a history of
substance abuse known to the contractor
employer were sent on site without the
licensee being informed of such history.
Therefore, this section is revised to
make clear that persons with a known
(to the contractor or vendor) history of
substance abuse must not receive these
assignments without the knowledge and
consent of the licensee.

The NRC understands that some
contractors have requested escorted
access for individuals with a drug
history in order to avoid informing the
licensee. The Commission desires
comments as to whether the rule should
be revised so that this practice is no
longer permitted.

Section 26.24 Chemical Testing

The NRC proposes to revise the
descriptions of the four types of testing
that are currently required. The
proposed changes are intended to rectify
inconsistent interpretations of testing
requirements that have appeared across
the industry during the five years of
FFD program operations. In
§26.24(a)(1), chemical testing before
granting unescorted access would be
referred to as ‘‘preaccess testing.” It
continues to be the NRC’s intention that
any test, whether before or after the
beginning of a person’s term of
employment with the licensee, that is
performed with the intent that it may be
a test as required by 8§ 26.24(a)(1) must
meet the standards set forth in Part 26
and be reported to the NRC as a
preaccess test. One proposed
amendment to this paragraph designed
to reduce unnecessarily redundant
testing of applicants for access
privileges, would allow licensees to
consider any drug and alcohol test
meeting Part 26 standards and
performed within 60 days before the
granting of unescorted access to serve as
a preaccess test. A test performed by
another licensee or under a testing
program required by the U.S.
Department of Transportation are
examples of tests that would qualify as
preaccess tests under this proposed
revision. In such circumstances, the
NRC would expect that licensees would
use a dependable means of confirming
that the person seeking access had
actually been tested. This could be
accomplished by the electronic
exchange of pertinent information
among licensees using a computerized
data base that the industry is currently
considering for implementation.

As another clarification of the NRC’s
original intent, as described in item
number 4.5 of NUREG-1385, “FFD in
the Nuclear Power Industry: Responses
to Implementation Questions,”
§26.24(a)(1) would be amended to
explicitly prohibit the granting of
unescorted access until the person’s
negative preaccess test result has been
obtained. However, another change
would allow some relief from this
requirement. Unescorted access could
be granted before receipt of a negative
test result if the person seeking access
has no history indicating the use of
illegal drugs or the abuse of legal drugs
and has either had a negative result on
a test meeting Part 26 standards
performed within six months before the
granting of unescorted access or been
covered by a program meeting Part 26
standards for two consecutive weeks
during that six-month period. This relief

from the requirement to obtain a
negative test result before the granting of
access is based upon industry
experience of the demonstrated
reliability of workers who have been
covered by a rigorous program in the
past. In these circumstances, the NRC
expects that licensees would confirm
the occurrence of such tests or such
coverage. These proposed revisions are
intended to reiterate the importance
attached to establishing an individuals’
fitness status before unescorted access is
granted. At the same time, these
revisions would allow some efficiencies
borne out by industry experience in the
granting of access without
compromising public health and safety.
Some additional relief would be
provided where the individual is
transferring from another licensee. In
this case, if the individual has been
covered by an FFD program for 30 of the
previous 60 days, no specimen need be
collected and tested.

Other proposed changes to this
section (8 26.24(a)(2)) would more
clearly describe the full meaning of the
currently required attributes of random
testing. Some licensees who randomly
tested only during weekday day shifts
provided predictable gaps in testing.
People working during evenings and on
weekends knew they would not be
tested. Workers who were randomly
selected for testing, but did not happen
to be on site at the time scheduled for
specimen collection because they
normally worked off site or worked a
night or weekend shift, were deleted
from the list of people to be tested that
day and other workers who were
present substituted in their place. Thus,
not all workers had an equal chance of
being tested. All testing personnel and
employees must be made aware that
tests are truly random and
unpredictable, and therefore that
unannounced tests may occur during
any day or night duty hours. Predictable
patterns of random testing are
prohibited by the rule. The proposed
rule changes would create no new
random testing requirements, but would
instead clarify currently existing
requirements that random testing be
unpredictable and conducted at various
times during the day. As discussed in
item number 4.6 of NUREG-1385,
which points out that HHS’s ““Medical
Review Officer Manual’ suggests that
random sampling procedures should
permit no “‘safe periods” for any
employee: ““Each work day should
present each employee with a new
opportunity of having to produce a
sample. * * *”

A provision would be added to clarify
that reasonable efforts must be made to
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test persons selected for random testing.
For persons off site and within a
reasonable traveling time and distance,
the NRC expects collection of specimens
be completed as promptly as
notification and travel can be
accomplished. For other persons
selected for random testing, the NRC
expects that upon their return to the site
they be promptly notified and tested
under the provisions of § 26.24(a)(2) and
that the test would be recorded as a
random test.

A proposed amendment would
provide flexibility to conduct for-cause
tests (§ 26.24(a)(3)) no more than 2
hours for the alcohol part of the test and
8 hours for the drug part of the test
following an indicated need for testing.
This change is intended to
accommodate situations where no
collection personnel are on site and
need to be called in or the individual
needs to be transported to another
location for testing. While it is in the
best interests of both the licensee and
the worker in this situation to collect
the specimens as soon as possible, as
currently required, more flexibility is
appropriate. A shorter time is specified
for alcohol because of the more rapid
metabolism of this substance.

Other additions to this section would
be clarification of the conditions that
initiate a for-cause test and clarification
that an MRO or other licensed medical
person must determine the fitness for
duty of an individual tested for cause
before that worker may return to duty.
Although the NRC considered amending
the rule to clarify requirements
concerning situations in which a worker
may be potentially impaired from
causes that would not be detectable by
drug and alcohol testing, it believes the
following guidance should suffice.
Although impairment caused by factors
other than substance abuse is usually
not a violation of the FFD rule by the
worker, it is the responsibility of the
licensee to assure that no impairment,
regardless of cause, threatens public
safety.

The NRC has received, but declined to
adopt, recommendations that this
section be revised to authorize licensees
to administer an “‘alcohol-only” test in
certain situations. Under this
recommendation, only a breath test
would be required when conditions that
directly indicate alcohol use, such as
alcohol on the breath, create a
reasonable suspicion that the person
may have misused alcohol in violation
of the licensee’s fitness-for-duty policy.
The NRC believes that allowing an
alcohol-only test in these circumstances
would be inappropriate. It is preferable
to perform both an alcohol test and a

drug test, whether the alcohol test is
positive or negative, to fully investigate
the individual’s fitness for duty.
However, if the alcohol test is negative
and the individual is determined fit by
a designated licensee representative
qualified to make the determination, the
individual could be returned to duty
pending laboratory testing of the urine
specimen and receipt of urinalysis
results. The Commission believes that
this provides an appropriate balance
between assurance of a thorough inquiry
and determination of fitness and
reduction of the impacts caused by time
away from the work station.

The requirements pertaining to
follow-up testing (8§ 26.24(a)(4)) would
be clarified by incorporating the
provisions of § 26.27 (b) (4) to make
explicit that all people to whom
unescorted access is reinstated under
§26.27(b) must be subject to
unannounced and unpredictable testing
for at least three years following
reinstatement. The duration of followup
testing is supported by research which
indicates that chronic abusers of alcohol
and other drugs usually need several
years to recover from their habits. Under
these proposed amendments, licensees
would be required to adopt a program
that is tailored to the individual’s
medical history and that meets these
minimum requirements. These
amendments are intended to clarify the
current conditions under which
licensees can reinstate unescorted
access following a first or second
violation of an FFD policy. A proposed
requirement that the testing be
unpredictable is added to conform the
followup testing to the existing
requirements for random testing.

The NRC proposes to add a fifth
type of required chemical testing refer-
red to as “‘return-to-duty”’ testing
(826.24(a)(5)). In its current form, the
rule does not clearly state the
Commission’s intent that licensees
should test personnel having unescorted
access when they return to work after
extended absences. The NRC staff is
aware that most, but not all, licensees
are already testing people when they
return to their sites after extended
absences. The proposed new
§26.24(a)(5) would require return-to-
duty testing when workers seek to
regain unescorted access to protected
areas in two types of circumstances.
First, workers seeking to regain
unescorted access after having been
denied access under the provisions of
§26.27(b) would be tested and a
negative result obtained before access is
restored. Second, a worker who seeks to
regain access at a particular licensee’s
plant after an absence from the

possibility of being tested under that
licensee’s FFD program for more than 60
days would have to be tested under this
requirement. Provisions are made in the
rule to lessen the impact. This proposed
revision is also intended to clarify
expectations regarding individuals
selected for random testing who are
away from the site and not available for
testing. The NRC staff understands that
some licensees are currently calling
people in for random tests from long
distances (e.g., a 2- to 4-hour drive each
way, cross-country flights, overnight
stays). Some licensees use mobile
collection facilities or teams to travel to
the persons selected for testing. The
NRC staff is also aware that many
licensees are routinely testing people
such as utility headquarters staff,
contractors, and consultants who come
to the site only infrequently but may
have access status. The new return-to-
duty testing requirements and the
revisions to the pre-access and random
testing requirements (8 26.24(a) (1) and
(2)) are intended to provide licensees
the explicit flexibility to adjust their
testing programs to eliminate
unnecessarily ‘“heroic efforts” to test.

The 60-day period was chosen in
order to be consistent with the current
preaccess processing standards in
NUMARC 91-03, “Nuclear Power Plant
Personnel Access Authorization Data
Exchange Guidelines,” dated October
1992. The industry guidelines provide
that to be issued a badge in a situation
where an individual has an existing
access authorization, the individual
must either be currently covered by an
FFD program including random testing,
or have satisfactorily completed
preaccess drug and alcohol testing
within 60 days before badging, and be
subject to a behavioral observation
program and an FFD program. The
industry guidelines also provide that the
individual’s activities should be
checked if a licensee or contractor/
vendor employee had been away from a
licensee, or approved contractor/vendor,
behavioral observation program for
more than 30 consecutive days. The
industry guidelines also provide that
suitable inquiry should be updated if
reinstatement of access is requested for
an individual who has been away from
an FFD program for a period of 30 days
or more.

For workers who have been absent
from the possibility of being tested
under the licensee’s program for more
than 60 days, any drug or alcohol test
meeting Part 26 standards and
performed within 60 days before the
granting of unescorted access could
serve as the return-to-duty test. The
returning worker would have to obtain
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a negative test result before returning to
work unless he or she has no history
indicating the use of illegal drugs or the
misuse or abuse of legal drugs and has
either had a negative result on a test
meeting Part 26 standards performed
within six months before the
reinstatement of unescorted access or
been covered by a program meeting Part
26 standards for two consecutive weeks
during that six-month period. As was
adopted for preaccess testing, tests
performed by another licensee or under
a testing program required by the U.S.
Department of Transportation are
examples of tests that would qualify as
return-to-duty tests under this proposed
revision. In such circumstances, the
NRC would expect that licensees would
use a dependable means of confirming
that the person seeking access had
actually been tested or been covered by
another program. This could be
accomplished, for example, by the
electronic exchange of pertinent
information among licensees using a
computerized data base that the
industry is currently considering.

Various proposed editorial changes to
§26.24(d) would leave its requirements
essentially unchanged from the
amendment to this paragraph published
by the NRC on August 26, 1991 (56 FR
41922).

The NRC is proposing a new
paragraph (8§ 26.24(e)) that would
require that licensees keep to a
minimum the time between notifying
individuals to be tested and the actual
collection of specimens. This
requirement is intended to eliminate a
significant vulnerability (time) in the
testing process. Time is very important
to persons attempting to avoid
detection. Time enables them to flush
themselves, obtain surrogate specimens,
or obtain materials to dilute or
adulterate their specimens. For
example, an investigation was
conducted to determine why two
adjacent sites, drawing their workforce
from the same geographic area, had
significantly different positive rates for
random tests. It was determined that
different time intervals between
notification and collection were the
cause of the discrepancy. The licensee
with the low rate had a 2-hour
notification policy not vigorously
enforced; the licensee with the higher
rate had a 15-minute notification policy
which it aggressively enforced. A DOT
study showed an increase in the
positive rate when there was little or no
prior warning of specimen collection.
Whereas ‘““normal’’ random testing of
motor carrier personnel was positive at
a 2.5% rate, roadside stops produced at
a 4.8% positive rate. In response to that

experience, DOT revised its rule to
require the person, upon notification, to
immediately proceed to be tested. NRC
inspections and surveys indicate that
some licensees keep workers on the job
and test them only at the end of a shift
even though they have been notified
that they are to be tested hours before.
In other cases, licensees permit delaying
tactics that result in lengthy periods
between notification and testing. In both
of these cases, alcohol can be
metabolized below detectable levels and
the person can flush himself or herself,
to some degree, of drugs. Some licensees
release workers for tests in a manner
that allows them ample opportunity to
obtain materials that might subvert the
test results (e.g., adulterants or surrogate
samples kept in a locker or vehicle). The
NRC understands that operational
necessity may prevent the tested person
from reporting immediately and that
being escorted between notification and
test may be an unreasonable burden.
However, several licensees have
reduced the notification time by using
the supervisor to coordinate the
worker’s availability for testing and
withhold notification until the
individual must proceed to the
collection site. Licensees report that this
approach does not cause any burden or
inconvenience; it is merely a different
way of doing things. One licensee
reported that it escorted persons
selected for random testing without
giving them prior notice, which
produced a low number of questionable
specimens (NUREG/CR-5758, “Fitness
for Duty in the Nuclear Power Industry:
Annual Summary of Program
Performance Reports,” CY 1994,
Volume 5, page C-5). Therefore, the
Commission expects that licensees will
assure that opportunities for subverting
the test are eliminated as much as is
practicable.

Section 26.24(e) (paragraph (f) in the
proposed rule) currently requires that
MROs’ review of test results be
completed and licensee management
notified of those results within 10 days
of the initial positive screening test. The
intent of this requirement is to ensure
that results are obtained within a
reasonable time after specimen
collection. Industry experience has
indicated in some cases that the current
requirement is impractical. In order to
make this requirement more effective
across the industry, the NRC is
proposing to require that MROS’ review
of laboratory test results be completed
and licensee management notified “‘as
soon as practicable’ after specimen
collection and no more than 14 days
after the collection of a specimen.

Because many licensees conduct on-site
screening tests, the “collection of a
specimen” standard would establish a
more consistent and controllable time
line than “initial screening test.” The
licensees conducting initial screening
tests on site would have the same
amount of time to review the HHS-
certified laboratories’ reports as do those
licensees not conducting onsite testing.
Experience has shown that the majority
of certified laboratories take only 1 to 3
days from receipt of a specimen to
screen and confirm tests; isolated
exceptions are usually caused by testing
for 6-acetylmorphine (6—AM), formerly
referred to as 6-monoacetylmorphine
(6-MAM), and occasionally by unusual
technical problems. The Commission
believes that most test results should be
known to an MRO within 5 to 7 days
from specimen shipment to the
laboratory. The Commission has no
great concern where there is a legitimate
technical basis for a short, reasonable
delay by the laboratory, for example,
where a specialized low-volume test,
such as 6-AM, is done twice a week
rather than every day. This revision
would require, therefore, that MROs
must advise licensee management of
available test results and of the progress
of the review if the review has not been
completed within 14 days of the
specimen collection. While slightly
relaxing the test result reporting
requirements, the NRC would still
expect MRO reviews to be completed as
soon as practicable, and, in accordance
with a proposed clarification of Section
2.9(c) of Appendix A, that the MRO
notify management immediately after
the determination of a positive test
result or other violation of FFD policy.

The NRC also proposes to clarify
§26.24(f) to require that the MRO must
report all violations of the licensee’s
FFD program to management in writing
and in such a manner that
confidentiality is ensured. This
requirement is also proposed as new
paragraph (i) in Section 2.9 of Appendix
A, which addresses reporting
requirements and the review of test
results. This provision is simply a
clarification of existing practice and an
adoption of a change made to the HHS
guidelines in June 1994, and would not
place a significant burden on licensees
since it would require that only FFD
program violations, rather than all test
results, be reported in writing to
management. Requiring that all
determinations of FFD program
violations be submitted in writing will
assist in preventing reporting errors.
Furthermore, although it is currently
common practice to submit such
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information in a manner that ensures
confidentiality, the NRC believes that
due to the sensitive nature of the
information this provision should be
explicitly required, as HHS does in its
guidelines.

The NRC proposes to modify
§ 26.24(g) with several editorial changes
to clarify requirements for performing
screening, confirmatory, and blind
performance tests at HHS-certified
laboratories. These changes serve to
clarify and explicitly state the currently
existing practice by licensees. In
addition, this paragraph and 8§ 26.24(d)
would require licensees to ensure that
all collected specimens are tested and
that laboratories report results for all
specimen tests performed. This
provision serves to clarify existing
requirements, would be a companion to
the change to § 26.24(f), and would be
an adaptation of a change made to the
HHS guidelines in June 1994, in which
HHS required written reports on all
specimens, both positive and negative,
to ensure that all specimens had been
tested and all results reviewed by the
MRO.

The NRC is proposing to require that
a confirmatory test for alcohol be
performed if the screening test indicates
a blood alcohol concentration of 0.02
percent or greater instead of 0.04
percent as currently required
(8 26.24(h)). In cases where the
confirmatory test indicates a blood
alcohol concentration between 0.02
percent and 0.04 percent, the result
would have to be forwarded to the MRO
for review and, if appropriate, back
calculation (see new Section 2.9(h) of
Appendix A). The purpose of this
procedure would be to determine
whether the tested person had a BAC of
0.04 percent or greater, indicating a
violation of the FFD rule, at any time
during the work shift.

Section 26.24(h) currently provides
for a blood test to be administered if the
tested person demands “‘further
confirmation” of a positive confirmatory
test for alcohol. The NRC is proposing
to revise the regulatory language to
better reflect the purpose of blood tests
in that they would be used for providing
additional information that could be
considered during an appeal pursuant to
§26.28. Furthermore, licensees would
be required to ensure that the blood
specimen is drawn promptly after the
confirmatory breath analysis. The result
of the gas chromatography analysis of
the blood specimen need not necessarily
be measured against the alcohol cut-off
level. Instead, the MRO should
determine in these cases whether it is
appropriate to extrapolate back in time
to estimate the highest BAC that the

worker had while on duty. In a related
matter, the NRC desires data on the
number of times blood specimens have
been drawn and any instance where the
BAC results were overturned.
Approaches licensees have taken to
maintain this capability and the
associated costs would be useful for
evaluation of possible future changes in
this requirement.

In another revision to this section, the
NRC is proposing a new paragraph
(8 26.24(i)) to address cases where an
individual has a medical condition that
makes collection of breath, blood, or
urine specimens difficult or hazardous.
The MRO, in consultation with the
worker’s treating or private physician,
would be authorized to determine a
method of specimen collection provided
the methods chosen can achieve
comparable results. The Commission
anticipates that these occasions, which
would include, for example, post-
accident testing of an injured
individual, would be extremely rare.

In connection with the blood tests
which may be performed under § 26.24
(h) and (i), the NRC notes that the
Occupational Safety and Health
Administration (OSHA) has determined
that some employees face a significant
health risk as the result of occupational
exposure to blood and other potentially
infectious materials because the
materials may contain certain
bloodborne pathogens. OSHA published
a final rule in the Federal Register on
December 6, 1991 (56 FR 64004), that
establishes requirements applicable to
all occupational exposure to blood or
other potentially infectious materials.
This coverage appears to include
personnel involved in the collection and
handling of blood specimens collected
pursuant to the NRC FFD rule. The
OSHA rule requires employers that have
one or more employees with this
occupational exposure to take several
measures to minimize the exposure.
These measures include determining
employees’ potential exposure,
establishing a written Exposure Control
Plan designed to eliminate or minimize
employee exposure, and taking various
precautions to prevent contact with
blood in the course of work. The NRC
anticipates that licensees will evaluate
their responsibilities under this OSHA
rule.

Section 26.25 Employee Assistance
Programs (EAP)

The NRC proposes to revise this
section by replacing the permissive
“should” with the mandatory “must” to
clarify its original intent that licensees
design their employee assistance
programs to achieve early intervention

and must provide for confidential
assistance. While actually achieving
early intervention in all situations
where employees’ problems could
adversely affect on-the-job performance
may not be possible, it is reasonable to
expect that all licensees’ EAPs be
designed to achieve this goal and not
include obvious impediments to early
intervention. This would assure that self
referrals are kept confidential and do
not result in punitive action. The NRC
wishes to emphasize that Employee
Assistance Program staff shall inform
licensee management when a person
constitutes a hazard to himself or herself
or others and that self-referral does not
influence in any way the determination
of an FFD violation.

Section 26.27 Management Actions
and Sanctions To Be Imposed

The NRC proposes changes

throughout this section to require the
same sanctions for alcohol violations as
currently exist for use of illegal drugs.
Explicit sanctions were not contained in
the original rule because the NRC
wished to study the matter further. As
a result of further study, the NRC
concludes that impairment caused by
alcohol abuse creates a safety risk that
is fundamentally similar to the risk
posed by the use of illegal drugs. Both
types of abuse involve violation of
explicit licensee policies, are
unacceptable in the nuclear power
industry, and should strongly be
discouraged. Currently, licensees vary
widely in their responses to alcohol
abuse with sanctions ranging from a
three-day suspension to termination.
The FFD rule’s lack of explicit
minimum sanctions concerning alcohol
has created problems for many licensees
in negotiating and defending sanction
decisions. Creating minimum sanctions
for alcohol violations that are equal to
those of illegal drugs will assist
licensees in dealing with these
situations while sending a strong
message to workers about the risks
involved in abusing alcohol. As
discussed under the proposed changes
to §26.20, it is important for licensees
to ensure that their employees
understand the several factors related to
alcohol consumption that could result
in a violation of the licensee’s FFD
policy. .
Section 26.27(a) would be revised to
clarify certain aspects of the
requirements for the written statement
obtained from persons seeking
unescorted access and for the conduct of
suitable inquiries. In both cases, the
revisions would require licensees to
determine whether the person has a
history of substance abuse or has
previously violated a licensee FFD
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policy. These changes are being
proposed with the intention of requiring
the gathering of more complete
information on the backgrounds of
applicants for unescorted access,
particularly as to potential problems
with the abuse of alcohol. In addition,
the history, except for removal from
activities within the scope of this part
due to actions taken as the result of an
FFD policy, would be limited to the last
5 years. It should also be noted that the
proposed revisions are intended to
ensure consistency between the suitable
inquiry aspects of both the access
authorization rule and the FFD rule and
that one suitable inquiry for each
worker should be sufficient to fulfill the
requirements of the two rules. As in the
Access Authorization program, “‘best
efforts” requirements of § 26.27(a)(3) are
accomplished through contacts with
previous employers. In addition, fitness
history need not be obtained for those
covered by other programs or absent for
30 days or less.

The NRC has received
recommendations that a standard form
be available for all licensees’ use in
performing suitable inquiries into
individuals’ backgrounds as required by
this section. The NRC will defer to
licensees should they wish to develop
and use this type of form.

There have been a few reports of
instances where a contractor or vendor
employee with concurrent unescorted
access to several power reactor sites had
tested positive and that information was
not shared with the other licensees.
Although the individual was denied
access by the testing licensee, the
unescorted access status was continued
by the other licensees. The NRC
considered requiring licensees to assure
that such notifications are made or to
make periodic checks with other
licensees and contractor employers but
believes that the licensees’ procedures
to implement the access authorization
rule (10 CFR 73.56) should facilitate the
sharing of the information.

Section 26.27(b)(1) would be revised
to clarify several points. Applicants
would be added to the types of people
to be denied unescorted access if their
fitness is questionable. Violations of
FFD policy, such as refusals to test or
subversion of the testing process, is
added as a basis for denial. The
successful resolution of the impairing or
guestionable condition has been added
as a condition to assignment of duties,
and a more systematic review of the
fitness of all personnel being returned to
duty whose fitness had been deemed
questionable would be required. This
action is being taken because there have
been several instances in which

licensees did not remove or delayed
removal of workers whose fitness was
questionable and “‘automatically”
returned workers to duty without a test
or adequate determination of fitness.
Companion changes are proposed for
§26.3, concerning medical
determination of fitness, and § 26.24(a),
regarding for-cause and return-to-duty
testing.

The NRC proposes various
amendments to § 26.27(b) (2) and (3)
[formerly one paragraph (2)]. The first
amendment would more clearly specify
that confirmed positive drug and
alcohol testing determinations are to be
considered violations of FFD policy.
Another amendment would clarify that
people who are suspended because of
policy violation are still to be covered
by the licensee’s FFD program with
respect to behavioral observation,
chemical testing, and sanctions for
violations and that a positive test result
during the assessment or treatment
period would constitute a second
positive test. In a related matter, the
NRC expects that, in those rare cases
when an individual is randomly tested
before the results of a previous test are
known to the individual and both
results are positive, the licensee will
consider whether the second test result
is likely to be the result of the use
indicated by the first test and, if not,
declare the second test to be a second
positive and take appropriate action. As
amended, this paragraph would also
require that a person who is reinstated
following a policy violation must
successfully complete a return-to-duty
test and be subject to subsequent follow-
up testing.

Section 26.27 (b) (4) and (5) (formerly
paragraphs (3) and (4)) would be revised
to fully recognize the abuse of alcohol
as an FFD violation. The NRC also
proposes to revise paragraph (b)(5) to
more directly express its intention that
a person must be determined to be fit to
safely and competently perform
activities under Part 26 by an
appropriate licensee manager and the
MRO or other qualified physician before
being returned to those activities. Like
other proposed amendments to this
section, these amendments would be
intended to elevate the importance
given to licensee decisions regarding
unescorted access reinstatement
following FFD policy violations.

Section 26.27(c) would be clarified so
that the exact act that violated the FFD
policy is recorded and provided in
response to an inquiry. Subversion of
the testing process would be added to
the examples of violations that must be
recorded and provided in response to a
suitable inquiry. Each of these examples

of employee activity would be a
violation of the licensee’s FFD policy. A
new provision would require that any
attempt to subvert the testing process
must result in denial of unescorted
access for a minimum of three years
which would be consistent with the
sanction required by § 26.27(b)(3) for a
second violation of a licensee’s FFD
policy. This sanction was chosen
because the NRC wishes to convey the
seriousness of such acts. Lastly,
paragraph (c) would be revised to allow
licensees to dispose of records five years
following denial of any access
authorization resulting from the activity.
These revisions would establish a basis
for consistent minimum treatment of
these violations across all licensee
programs for employee activities that
have resulted in varying licensee
response during the first five years of
FFD program operation.

The NRC also proposes to revise
paragraph (d) of §226.27 to direct
licensees to treat NRC contractors
similarly to NRC employees if a licensee
believes an NRC contractor to be under
the influence of any substance or
otherwise unfit for duty.

The NRC is aware that the
requirements of the American with
Disabilities Act of 1990 (ADA) may have
implications for licensees’ compliance
with the requirements of § 26.27. The
employment provisions of the ADA,
which became effective on July 26,
1992, require employers with 25 or
more employees to protect disabled
persons from discrimination in the
workplace. People who have previously
been addicted to drugs or alcohol but
who have been successfully
rehabilitated, or can demonstrate a
successful period of abstention or
negative test results, are among those
that the ADA protects. It is the NRC’s
understanding that a person who has
casually used drugs in the past but was
not addicted to those drugs cannot
claim the ADA'’s protection. The Act
specifically excludes from its protection
employees or applicants who are
current users of illegal drugs. The Act
also specifies that covered entities may
require employees to comply with the
FFD regulations of the NRC to the extent
such employees are covered by these
regulations (Sec. 104(c)(5)(B), Pub. L.
101-336, 42 U.S.C. 12114; see also 29
CFR 1630.16(b)).

The Equal Employment Opportunity
Commission has published the
Americans With Disabilities Act
Technical Assistance Manual which
somewhat clarifies the meaning of
“current use” of illegal drugs.
According to the Manual, ‘“current use”
is drug use that has occurred recently
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enough to justify an employer’s
reasonable belief that involvement with
drugs is an on-going problem. For
purposes of taking an employment
action, current drug use is to be
determined on a case-by-case basis and
is not limited to the day of use or recent
days or weeks. Clearly, when
determining whether a particular person
is a current user of drugs, and therefore
not eligible for ADA coverage, the
required amount of time that must have
elapsed since a person’s last use of
drugs must depend to a large extent on
the nature of the particular employment
context in which an employment action
is being considered. This is confirmed
by the Manual when it states that an
employer may take an employment
action against an employee with a
history of illegal drug use if it can
demonstrate that the individual poses a
direct threat to health or safety because
of the high probability that he or she
would return to illegal drug use.

The NRC'’s policy, as reflected in 10
CFR Part 26, is that until a person can
show that he or she has abstained from
substance abuse for at least three years,
there is a continuing probability of
resumption of substance abuse that is
too high, given the exceptional safety
concerns of the nuclear power industry.
This has been supported by medical
evidence and clinical experience. Given
the heightened safety concerns of the
nuclear power industry, it is the NRC’s
view that a person is a current user and
not a disabled person under the ADA
because of drug or alcohol abuse until
that person has demonstrated
abstinence from substance abuse for a
minimum of three years after a positive
test. Even when considered disabled
because of drug or alcohol abuse, a
person covered by a program pursuant
to 10 CFR Part 26 is by terms of the
Americans With Disabilities Act still
subject to the NRC'’s fitness-for-duty
regulations.

Section 26.28 Appeals

The NRC is proposing amendments to
the right to appeal granted by §26.28.
This section currently requires that
people subject to the rule have an
opportunity to appeal positive drug and
alcohol test results. In keeping with
revisions to several other sections that
would be intended to counter testing
subversion, an amendment would
extend this right to appeal to all
determinations of FFD violations.

The NRC proposes to clarify that the
right to appeal includes applicants for
unescorted access. The NRC
understands that some licensees did not
provide an appeals process to persons
who tested positive on pre-access tests.

The factors that could produce false
positives among licensee employees and
contractors (e.g., administrative errors,
medical prescriptions) are equally likely
to occur during pre-access testing of
applicants for unescorted access. (Note
that a change to § 26.24 will permit
licensees to consider any test meeting
the Part 26 standards as a pre-access
test. Those standards include the
appeals process under § 26.28, and
apply to any test that the licensee plans
to subsequently use as a pre-access test.)
If applicants for unescorted access are
not provided an appeals process, it is
possible that some of them will be
effectively barred from the industry
based on test results erroneously
determined as positive. Providing
applicants an opportunity to appeal the
validity of the test result would also
enhance program credibility.

The NRC also proposes to clarify the
contents and purpose of the notice to
the individual determined to have
violated an FFD policy, clarify that the
review process must be objective and
impartial, clarify that the individual
may submit additional relevant
information, extend appeal rights to
applicants for access, and assure that
relevant records are corrected if an
appeal is successful. The NRC
understands that, in some cases, the
individual did not understand the
purpose of the appeal process. The NRC
also understands that, in many
instances, persons responsible for the
initial determination were conducting
the review. The NRC believes that the
effectiveness of the FFD program
depends, to a large extent, on the
perception by the workforce that the
program is fair and worthy of their
support, and that all reasonable efforts
are being made to ensure that any
decisions that could affect their careers
are fair and based upon information that
is complete and accurate and forms a
sound basis for the decision. The use of
even-handed, fact-finding procedures
should ensure that incorrect
determinations that could undermine
the quality of a licensee’s workforce
and, thereby, be counter to the interests
of safety, will not stand uncorrected.

As a related concern, the NRC has
been informed that some licensees have
required individuals to pay for the
reanalysis of their specimen and the
analysis of their split sample when
pursuing appeals. Having to pay for the
reanalysis can be expected to obstruct
the individual’s exercise of the right to
appeal the licensee determination of
policy violation as granted by this
section. The NRC, therefore, considers
requiring persons covered by the rule to
pay for reanalysis of their specimen or

analysis of the split sample to be
inappropriate. However, requiring the
person to pay after the fact should these
subsequent tests also be positive would
be an acceptable measure to control
unwarranted appeals.

Section 26.29 Protection of
Information

The NRC proposes to amend this
section to clarify that contractors and
vendors who legitimately seek
information for unescorted access
decisions by licensees are authorized to
obtain this information. Contractors and
vendors were unintentionally omitted
from this provision in the original rule.

A second proposed amendment
would allow disclosure of personal
information collected in compliance
with the rule to presiding officers of
judicial or administrative proceedings
that are initiated by the person who is
the subject of the information. The
purpose of this amendment would be to
allow disclosure to, for example, state
agencies investigating whether the firing
of an employee was justified in order to
determine unemployment compensation
entitlements. This disclosure would be
permissible as long as the subject
employee initiated the proceeding.

Section 26.29(c) would be moved
from current § 3.2 of Appendix A and
amended to clarify that licensees must
provide to the subject individual, upon
written request, copies of all records
pertaining to violations of FFD policy,
including test results, MRO reviews,
and management determinations
pertaining to the individual. Some
licensees have interpreted this section
in ways that make it difficult for
workers to obtain their records. For
example, some licensees have allowed
the tested persons to see the documents
but have not provided them copies of
the documents. This is particularly
difficult in the case of contractor
employees who may no longer reside in
the plant area. These actions are
contrary to the NRC’s intent that
persons covered by the rule have full
and convenient access to documents
pertaining to employment actions taken
in response to the results of tests
conducted under this rule.

Section 26.70 Inspections

The NRC is proposing to revise this
section to clarify its intent that FFD
service contractors must make available
for inspection by duly authorized
representatives of the Commission
documents, records, and reports related
to the FFD services they provide to
licensee, contractor, or vendor FFD
programs. In some instances, contracted
service providers and testing laboratory
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personnel have been reluctant to
provide documents to NRC inspectors.

Section 26.71 Recordkeeping
Requirements

The proposed amendments to this
section would clarify the NRC’s intent
that licensees retain relevant records
pertaining to determinations of FFD
policy violations, not just records of
confirmed positive test results. These
records are to include those related to
personnel actions following policy
violation determinations (such as
refusals to test and subversion of the
testing process) as well as those
pertaining to the testing process that
detects the violations. This revised
wording would clarify licensees’
recordkeeping responsibilities as well as
ensure that people covered by the rule
would have sufficient access to
documentation of personnel actions that
can substantially affect their work
status.

The proposed amendments to this
section would also reduce the reporting
frequency for program performance data
from semiannually to annually and add
the number of subversion attempts by
type to reporting requirements to
support the greater emphasis on
subversion elsewhere in the proposed
rule. The NRC has considered, but
decided not to adopt, a recommendation
that utilities with more than one site
submit only a single semiannual
program performance report for all sites.
Such consolidation of data would
prevent analysis of site specific
performance and NRC inquiry into
obvious inconsistencies such as large
numbers of positive results at one site
and no positives at the second or
neighboring site.

Despite obtaining the FFD
programmatic performance information
that has been submitted pursuant to this
section for the five years of program
operation, the NRC believes that
additional types of information could be
useful in fulfilling its responsibilities of
overseeing licensees’ FFD programs and
formulating public policy. As noted in
the introduction to this notice, several
parties have recommended that the NRC
consider obtaining certain types of
information in addition to those
currently required by this section or
now being proposed for inclusion under
§26.73. Such information could include
the number and nature of grievances,
arbitration proceedings, and lawsuits
stemming from FFD-related issues;
information related to licensees’ EAP
programs including types of services
provided, whether such services are
provided by licensee or contractor
personnel, employee-to-counselor

ratios, the number of personnel who are
admitted to EAP programs by self
referral and by supervisory referral, the
reported and diagnosed problems, and
overall results of EAP programs; and
laboratory testing results that are being
provided to MROs and what problems
MROs are having in interpreting test
results and making judgments as to
whether FFD policy violations have
occurred.

Having access to this information
would enable the NRC to gain a clearer
and more detailed understanding of the
actual operation of the programs. This
information would also be useful for
purposes of revising the regulation or
providing guidance so that the general
performance objectives stated in §26.10
can be better achieved. The NRC,
therefore, seeks public comment as to
whether §26.71(d) should be revised
further to require that these types of
information be collected and analyzed
by licensees and submitted to the NRC.
The NRC also seeks public comment as
to whether the NRC should develop a
management information system similar
to that promulgated by DOT and its
operating administrations (58 FR 68194
through 68285; December 23, 1993).

The NRC wishes to acknowledge the
usefulness of lessons learned and
program initiatives reported by many
licensees that are summarized in
NUREG/CR-5758 each year for licensees
to consider and use to improve their
programs and avoid common problems.

Section 26.73 Reporting Requirements

The current rule requires that
licensees inform the Commission of
significant FFD events and describes
examples of significant events involving
acts by licensed operators and
supervisors that must be reported to the
NRC. Item 10.1 of NUREG-1385
emphasized that the NRC expects
licensees to exercise prudent judgment
on whether or not unusual situations
should be reported and that the
significant events were not limited to
the examples contained in the rule.
However, the NRC understands that
many significant events that would be
useful for formulating public policy or
that the NRC should respond to in a
timely fashion have not been reported
because licensee management decided
not to report the event unless it was
specifically required by the rule.
Therefore, the NRC is clarifying that
significant events are not limited to
those listed and provides additional
examples. One of the proposed
amendments would add FFD program
personnel, in keeping with clarifications
to the scope of the regulation under
§26.2 (a), as a class of individuals

whose improper acts would be
reportable. Another proposed
amendment would expand an example
to include that any violation of FFD
policy (e.g., possession of illegal drugs,
refusal to take a test, attempt to subvert
the testing process) by a supervisor,
licensed operator, or FFD program
personnel must be reported in contrast
to the current example which describes
reporting only confirmed positive test
results.

Section 26.80 Audits

This section would be revised to
permit licensees some discretion in
conducting audits and to address a
petition for rulemaking (PRM-26-1)
filed on January 19, 1994. Rather than
emphasizing compliance with a
requirement to conduct an audit at a
fixed annual frequency, licensees would
be responsible for determining the
appropriate frequency, scope, and depth
of auditing activities within a 3-year
period based upon a review of program
performance indicators. These
performance based audits would be
conducted so that all program elements
are adequately covered at least once
during the 3-year period. In addition,
the interval between audits of a program
element would be relaxed to 36 months.
The NRC is specifically interested in
public comments on program
performance indicators in addition to
those contained in the text of the
proposed amendment to the rule and
whether they should be added to the
rule or included in a guidance
document. This relaxation of audit
requirements would not be extended to
contractors and vendors, whether they
are implementing any portion of a
licensee’s program for their employees
under the provisions of § 26.23, or
providing contracted FFD services, such
as specimen collection, testing, and
MRO reviews. The amendments to this
section would also clarify that licensees
must continue to audit their HHS-
certified laboratories on an annual basis.

The NRC recognizes that FFD is an
evolving discipline and that new issues
and problems will continue to arise. In
some cases, turnover of FFD program
personnel further exacerbates the
problems. There is a frequent turnover
in the contracted services, such as
specimen collections, MRO reviews,
and EAP services. Licensee audits have
found many problems that were
associated in some way with personnel
changes. A proposed amendment to this
section would require licensees to audit
program elements that may potentially
be affected by significant changes in
personnel, procedures (e.g., specimen
collection, testing, and MRO reviews
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and reports), or equipment as soon as
reasonably practicable but no later than
12 months after the changes. The
purpose of these focused audits would
be to assure that the change has not
adversely affected the operation of the
particular program element or function
in question. One of the clear lessons of
the early period of this rule’s
implementation during 1989 to 1991
was that licensees that performed early
pro-active audits of their FFD programs
were able to more easily and effectively
correct programmatic problems and
achieve effective program operations
than those that waited the full nominal
12-month period before auditing their
programs. Accordingly, this aspect of
the performance based audit program
would help ensure that whatever
programmatic problems that may result
from significant changes in personnel,
procedures, or equipment will be
detected and corrected on a timely
basis.

Licensee audits of HHS-certified
laboratories continue to find problems.
In one case, the licensee’s auditors had
found sufficient problems in the first
part of an audit to issue a stop-work
order. The laboratory subsequently lost
its HHS certification. Therefore, based
on experiences gained to date, the NRC
continues to believe that licensees must
continue to audit at least annually the
quality of contractor- or vendor-
performed program elements,
particularly when such activities are
provided off site or are not under the
direct, daily supervision of the licensee.

With respect to the petition for
rulemaking, which was filed with the
Commission by Virginia Power and
assigned Docket No. PRM-26-1 on
January 19, 1994, the petitioner
requested that the Commission’s
regulations be amended to relax the
existing mandatory audit frequency and
require each licensee to audit its FFD
program nominally every 24 months
instead of nominally every 12 months
with additional audits if performance
warrants.

The petitioner requested the change
based on its contention that the present
requirement is resource intensive but of
marginal importance to safety. The
petitioner’s further basis was that the
industry’s performance in ensuring a
drug-free workplace has been very
effective, the frequency and extent of
auditing should be based on the need to
assess performance, and that the
licensees need increased flexibility to
concentrate available audit resources in
areas of observed weakness rather than
mandatory audits of marginal safety
significance. The petitioner stated that
such a change would be consistent with

audit requirements concerning
operational safety, and that the blind
performance test procedures and the
quality controls required by Section 2.8
of Appendix A to 10 CFR Part 26
provide sufficient controls to ensure
continued reliability and accuracy of the
chemical testing. The petitioner
indicated that its proposed change is not
intended to preclude additional or more
frequent audits if performance trends
indicate additional overview is
necessary.

The NRC believes that its proposed
changes would go beyond that requested
by the petitioner in that the interval for
auditing the FFD program would be 3
years instead of 2, and the actual
interval of the audits would be based
more on need, as demonstrated by
performance, than at a fixed interval.
Therefore, adoption of the proposed
change by the NRC would grant the
petitioner’s request with respect to
audits of licensee programs. However,
the NRC believes that licensees must
continue to vigorously audit contractor/
vendor-performed program elements,
and has maintained the existing
frequency of these audits.

The NRC understands that licensees
have assumed that the term “audit” in
Part 26 means a quality assurance (QA)
audit that conforms to their normal
audit program requirements and
American National Standards Institute
(ANSI) standards, such as ANSI N45.2,
“Quality Assurance Program
Requirements for Nuclear Facilities,”
ANSI N45.2.12, “Requirements for
Auditing of Quality Assurance Programs
for Nuclear Power Plants,” ANSI
N45.2.23, “Qualifications of Quality
Assurance Program Audit Personnel for
Nuclear Power Plants,” and ANSI
N.18.7, “Administrative Controls and
Quality Assurance for the Operational
Phase of Nuclear Power Plants.” The
NRC does not require that these audits
be performed by the QA organization in
accordance with the QA program
commitments for the conduct of audits.
As stated in the current rule, the NRC
expects that these audits must be
conducted by individuals who are
qualified (technically competent) in the
subject(s) being audited and are
independent of the program (to assure
objectivity and no conflict of interest).
At the licensee’s option, the QA
organization may perform, lead, or assist
in these audits.

The following discussion describes
the changes to Appendix A to Part 26
that are being proposed and the reasons
for the changes.

Section 1.1 Applicability

Numbering changes to this section are
being proposed to ensure uniform style
and format throughout the rule.

Section 1.2 Definitions

Proposed changes to this section
include deletions of defined terms that
are either redundant with definitions in
§26.3, were moved to § 26.3, or are clear
in the context of this Appendix. A
proposed revision would define “limit
of detection” (LOD) which is now used
in the rule. Another proposed
amendment would delete the term
“permanent record book.” This change
would make the Appendix consistent
with recent amendments to the HHS
guidelines and the Department of
Transportation FFD regulations that
eliminated the requirement for a
permanent record book. Because HHS
no longer requires a permanent record
book, the NRC proposes to remove
requirements for a permanent record
book throughout the rule. The
permanent record book was originally
required based on the belief that such a
book was necessary to ensure that
critical information regarding collection
and testing of each individual specimen
was recorded. However, the FFD drug
testing program specified in Part 26
requires that all information on
individual tests be recorded on the
chain-of-custody form and other forms
and requires that all information related
to determining violations be retained for
five years. Therefore, there is no
compelling need to maintain a separate
longstanding record book. Eliminating
this requirement reduces the regulatory
burden on licensees and increases the
efficiency of licensee drug testing
programs (because the time taken to
enter information into the record book
while the testee waits is eliminated).
The elimination of this requirement
does not preclude licensees from
making their own determination of the
advantages of the use of a permanent
record book and deciding to continue to
maintain one. A definition of “limit of
detection” has been added to support
some of the several proposed changes
intended to cope with subversion of the
testing process and to protect
individuals from incorrect allegations of
such attempts.

Section 2.1 The Substances

The NRC proposes to amend this
section to include return-to-duty testing
and to clarify that when a licensee tests
for any illegal drug during a for-cause
test or analysis of a suspect specimen
(currently permitted by the rule), the
licensee may consider any detected
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drugs or metabolites (as currently
authorized in section 2.7(d) of this
Appendix for samples suspected of
adulteration or dilution). The NRC
deems it appropriate, in these particular
instances, where reasonable suspicion
of an FFD problem exists, to allow close
scrutiny at the discretion of the licensee.
The licensee continues to be responsible
for assuring that the results establish a
valid basis for any action taken.

The NRC has given consideration to
adding additional substances to the
panel of drugs to be tested (e.g.,
benzodiazepines, barbiturates, and/or
LSD) but has chosen not to add
substances at this time. In the interests
of developing and maintaining a
coherent and well-organized drug
testing program, the NRC anticipates
continuing to follow the lead set by
HHS in its guidelines. HHS reviews the
panel of drugs from time to time from
a national perspective. At this time, the
NRC prefers to have any new additions
to the minimum required drug panel
dependent on HHS first adding
substances to its panel of drugs to be
tested. However, should the interest of
public health and safety indicate a need
to add substances to the drug panel, the
NRC will take appropriate, timely
action. The NRC continues to expect a
licensee to consider any localized
patterns of substance abuse when
designing its FFD program, as required
by §26.24(c).

Section 2.2 General Administration of
Testing

Section 2.2(a) would be amended to
clarify that licensees may dispose of
chain-of-custody forms associated with
FFD policy violations after 5 years and
need not retain chain-of-custody forms
recording no FFD violations or other
anomalies after appropriate summary
information has been recorded for
program administration purposes.
Licensees recently pointed out that
current rule does not permit destruction
of these records and that they have
started to accumulate an appreciable
volume of files. The retention of records
for 5 years following termination of
unescorted access would provide
appropriate records for responding to
background investigation inquiries
while reducing the storage burden on
licensees. Proposed modifications to
section 2.2(d)(4) would clarify that the
optional blood test for alcohol misuse is
intended for use in a subsequent appeal
of a confirmed positive alcohol test. By
asking for a blood test, the individual is
asking for information that can be used
to appeal a licensee’s determination of
an FFD policy violation.

Section 2.3 Preventing Subversion of
Testing

The proposed amendments to this
section would clarify the individuals for
whom appropriate background checks
and psychological evaluations are
required and would reduce the required
frequency for those activities from every
three years to every five years. These
changes were made in response to
licensee experience and for consistency
with generally accepted security
practices for reinvestigations into
reliability and trustworthiness. This
section also contains clarifications that
would conform with proposed revisions
to §26.2 that would clarify the
Commission’s original intent that FFD
program personnel responsible for the
administration of testing would meet
the highest standards for honesty and
integrity and be under the drug and
alcohol testing requirements of the rule.
These additions specify that testing of
FFD program personnel shall, to the
extent practicable, be done by personnel
independent of the FFD program. Rather
than describe in the rule how this
requirement should be implemented,
the NRC recommends that the random
selection process, specimen collection,
and testing services could be considered
for performance by licensee employees
specifically qualified for these
infrequent duties, persons under
contract to meet this requirement, or an
exchange of services arranged among
sites or utilities in the same
geographical area. Alternatively, if a
licensee maintains FFD programs both
on site and at corporate headquarters,
the FFD personnel who administer the
program at headquarters could
administer the testing of on-site FFD
personnel and vice versa.

This requirement is intended to
reduce the possibility of FFD program
personnel being responsible for testing
themselves or their close colleagues.
Unless otherwise specifically covered
by the rule, personnel selected to test
FFD program personnel would be
independent of the administration of the
FFD program to the extent practicable.

Section 2.4 Specimen Collection
Procedures

The NRC proposes a number of
changes in this section to increase the
clarity and consistency in the wording
of the rule. In addition to minor
editorial changes, the NRC proposes to
clarify that there is no requirement for
the courier’s signature to be included on
the chain-of-custody form (§ 2.4(d)).
Because specimens are sealed in
packages that would indicate any
tampering during transit to the

laboratory, and couriers, express
carriers, and postal service personnel do
not have access to the custody and
control forms, there is no need for such
personnel to document the chain of
custody for the package during transit.
This is in keeping with standard
forensic laboratory procedures and
would streamline the specimen
transportation process. This is also
consistent with a recent revision to the
HHS guidelines.

In regard to suggestions that the NRC
specify actions to be taken if there is a
break in the chain of custody, the NRC
is aware that the Department of
Transportation and HHS have published
guidance that addresses the proper
handling of breaches in the chain of
custody in the transportation industries.
The NRC believes this type of guidance
is not necessary in the rule but expects
that licensees would take action to
discover and correct problems with the
custody and control of specimens.
Licensees should be aware that, when
actual breaks in a specimen’s chain of
custody are detected and confirmed, the
test result associated with that specimen
must be invalidated. The NRC notes that
judicial rulings indicate that minor
“‘administrative’ problems should not
be considered breaks in the chain of
custody. Examples include failure to
include a middle initial or one digit of
a social security number being incorrect,
which are among the many techniques
used in attempts by individuals to
invalidate tests. Another
“administrative’” example found by the
courts not to be a break in the chain is
the collector and donor leaving a sealed
specimen bottle unattended for
approximately 1 minute with reasonable
measures in place to conclude that no
person had access during that period.
This should not be interpreted to mean
that the courts will accept sloppy
collection procedures. The Commission
expects that licensees will be
sufficiently diligent and attentive to
detail in this matter. The NRC would
also note that licensees that test urine
specimens for the five drugs specified in
Appendix A to Part 26 at the specified
concentration levels can use the OMB-
approved Federal Drug Testing (chain-
of-custody) Form (OMB Number 9999—
0023) developed by the Department of
Transportation and HHS and published
in the Federal Register on August 19,
1994 (59 FR 42996). Licensees that test
for additional drugs or use cutoff levels
different than established by HHS in its
laboratory certification program may not
use the OMB approved form, but should
use a “look alike” form.

That the collection site person shall
note on the chain-of-custody form any
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unusual behavior or appearance of a
person being tested remains a
requirement of Section 2.4(g)(9). The
NRC has noted and considered the
privacy considerations associated with
this requirement and continues to
believe that the need to take note of
such behavior or appearance is an
appropriate part of the testing process.
Clarification to Section 2.4(f) would
assure that a specimen of questionable
validity would constitute a reason to
believe the individual may alter or
substitute a specimen.

In accordance with HHS Guidelines,
the NRC proposes to eliminate the
directive that tested individuals be
provided an opportunity to set forth on
the chain-of-custody form information
concerning medications taken or
administered in the past 30 days
(Section 2.4(g)(4)). The availability of
such information does not eliminate the
need to do a confirmatory test on an
unconfirmed positive screen test result.
This information becomes useful only at
the point at which the MRO reviews a
confirmed positive test result. It is at
this stage, when this information can be
conveyed by the tested individual
directly and confidentially to the MRO,
that information about medications the
person may be using or has used
becomes germane to determining
whether a fithess-for-duty policy
violation has occurred. Eliminating the
opportunity for the tested individual to
provide this information on the chain-
of-custody form would enhance the
individual’s privacy interests by
precluding the chance of any testing
program or licensee personnel other
than the MRO learning of the
individual’s use of medication.

The NRC proposes to amend Section
2.4(9)(10) to allow licensees to have an
individual, other than a collection site
person, accompany an individual into a
rest room not in the designated
collection site if the designated
collection site is inaccessible. The NRC
also proposes to amend Sections
2.4(g)(15) and 2.4(g)(24) to allow
licensees to have an individual, other
than a collection site person, observe
the collection of a specimen whenever
there is reason to believe the individual
may have altered or substituted the
specimen. However, the requirement
that the individual be of the same
gender as the employee still exists. This
proposed change is based on NRC’s
belief that it not always possible, under
all circumstances, to have a collection
site person of the same gender available.
These revisions are consistent with the
June 1994 changes to the HHS
guidelines.

The NRC proposes reducing the
required urine specimen quantity from
60 milliliters (ml) to 30 ml for the
primary specimen and, when split
specimens are collected, to require the
collection of an additional 15 ml
(Section 2.4(g)(11)). This change
conforms with recent revisions to the
HHS guidelines. Because some licensees
conduct on-site testing and test for
additional drugs, they may need to
collect an additional volume to meet
these needs. The NRC understands that
laboratories require only a few
milliliters for testing and that a 30 ml
sample is sufficient in volume for both
immediate testing and for the retention
of a second aliquot for further testing, if
necessary. The NRC also understands
that accurate measurement of specimen
temperature is difficult with a small
volume but does not believe that
“partial”’ specimens should be disposed
of and not tested. Reported experience
in other industries indicates that the
consumption of water by those unable
to give a urine specimen should be
limited to one 8-ounce glass of water
every 30 minutes but not to exceed a
maximum of 24 ounces. This rate would
protect the health of individuals who
are providing specimens and is
consistent with the recent revision to
the HHS guidelines.

The NRC proposes changes to the
collection procedures to ensure that a
urine specimen is not adulterated or
diluted and to detect surrogate samples
being submitted. Licensees have
reported several examples of specimens
being adulterated or diluted and
surrogate samples being submitted. This
experience is consistent with that of
other workplace programs discussed at
HHS’s Drug Testing Advisory Board
meetings. These recommended changes
reflect the NRC’s desire to minimize the
vulnerabilities in the collection and
testing of urine specimens that
substance abusers have exploited. In
addition to limiting the time between
notification and collection
recommended in § 26.24(e), the first
proposed change in the collection
procedure in Section 2.4(g) would
provide clearer guidance that an
observation of a urine specimen for
color and clarity be used to identify
only obvious signs of adulteration
(Section 2.4(g)(14)). Urine color and
clarity are affected by a wide range of
physiological changes including an
individual’s health, level of hydration,
medications, and diet. Test personnel
should therefore use observation of
color and clarity of the specimen only
for gross signs of adulteration. These
may include crystals settled in the

bottom of the container, off-colors such
as blue or green, and an excess of
bubbles when the container is shaken.
The second proposed change (Sections
2.4(9)(13) and 2.4(g)(15)) would
establish a narrower temperature band
for acceptable urine specimens, with a
minimum temperature of not less than
34°C/94°F (now specified in whole
numbers in accordance with HHS
guidelines). This should make attempts
to submit surrogate samples more
difficult and, together with other
changes, would be consistent with
practices by a few licensees that have
produced good results. The third
proposed change would allow licensees
to set their own parameters, within the
range set by the rule, of the accepted
urine temperature range. This increased
flexibility recognizes that there are a
number of acceptable options for
recording temperature and that each
allows different minimum and
maximum acceptable readings. For
example, some temperature recording
devices are located in the specimen
container and record a “‘peak’
temperature immediately. The
temperature that is expected to be
recorded by this device is close to core
body temperature—a temperature that
could occasionally require a second
specimen under direct observation
under the current rule. The current
temperature requirement is based on a
method that records the temperature
several minutes after the specimen
leaves the body. The range of
temperatures (i.e., the spread between
the minimum and maximum acceptable
temperatures) must be limited as
specified in the rule. The type of
temperature reading device, and the
acceptable range of temperature for that
device, must be specified in the
licensee’s procedures. Two other
proposed changes would reduce the
likelihood of undetected tampering by
requiring secure sealing of specimen
bottles and, in accordance with HHS
guidelines, shipment in tamper evident
containers.

The NRC proposes two changes in
this section with regard to testing for
alcohol (Section 2.4(g)(18)). First, the
NRC proposes to remove the
requirement that the worker undergo a
second breath test for alcohol when the
first test is essentially zero (less than
0.01 BAC). The licensee may, at its
discretion, collect and measure the
breath a second time. This change
reduces the impact on individuals being
tested and on the licensee by reducing
the amount of time taken by the testing
process. It has been determined that a
second negative test result is not
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technically necessary. Second, the NRC
recognizes that alcohol is metabolized
relatively quickly (nominally 0.015
percent BAC per hour) and proposes to
make explicit that the length of time
between a confirmed positive breath test
for alcohol and the drawing of a blood
specimen to test for purposes of appeal
must be minimized. This proposed
amendment would require that the
interpretation of the results of such a
test must consider the time elapsed
between the confirmed positive breath
test and the drawing of blood for use in
an appeal process.

Section 2.4(g)(24) [formerly (25)]
would be revised to provide flexibility
in internal reporting and actions when
an individual fails to cooperate.

The NRC proposes making various
revisions to the requirements for
specimen preparation and
transportation to the HHS-certified
laboratory or to the licensee’s testing
facility to decrease the chance that
specimens will be degraded between the
time they are collected and the time
they are screened and confirmation
tested (Section 2.4 (i)). Reports from
several licensees have suggested that
specimen degradation during shipment
has been the cause of ““false negative”
test results. The NRC has been advised
that specimens not kept chilled during
storage or transit may have become
contaminated because of the buildup of
bacteria and their wastes to an extent
sufficient to possibly alter laboratory
test results. Information on this
phenomenon is limited and there are
conflicting opinions regarding the
seriousness of the problem. For
example, one MRO stated that 19 of 21
on-site screening test positives were not
confirmed because of degradation of the
samples during shipment. (See
Appendix B to NUREG/CR-5784.) Also,
the reasons for unsatisfactory results of
blind performance tests reported by the
HHS-certified laboratories are that the
blind specimens degraded below the
cutoff levels or that the specimen
containers adsorbed some of the drugs
or metabolites. Therefore, the NRC has
conducted pilot tests to gain additional
insight on whether specimen
degradation was a problem. These pilot
tests detected a significant level of
cocaine metabolite deterioration when
urine specimens with a high relative
acidity/alkalinity (pH) level were stored
at relatively high temperatures (i.e.,
100°F) for 36 hours or more. A modest
study by one licensee showed a definite
decrease in the concentration levels of
THC in specimen bottles stored at room
temperature for one week (e.g., from 199
to 178 ng/mL); where the specimen was
allowed to touch the inside of the cap

sealer, the concentration was reduced
more than one half (e.g., from 199 to
77.8 ng/mL). The NRC specifically
invites comments regarding the
proposed revisions concerning
specimen degradation and whether rule
changes should be made or the
information published in report form for
voluntary use. In particular, the NRC is
interested in data that licensees
conducting on-site testing could
provide. Of specific interest would be
examples of on-site unconfirmed
positives that had degraded during
shipment. Licensees or other parties
submitting such information should
include any known factors, such as
temperatures and duration of exposure
to the suspect condition, that may have
contributed to the problem.

At this time, the NRC proposes two
specific revisions intended to address
this specimen degradation problem. The
first revision would continue to require
that urine specimens be shipped to the
HHS-certified laboratory within six
hours of collection or cooled to not
more than six degrees centigrade
pending shipment (as previously
required by 2.7(c)). The second revision
would require that the time between
specimen shipment and receipt of the
specimen at the HHS-certified
laboratory not exceed 48 hours, or that
the time between shipment and the
screening test at the HHS-certified
laboratory not exceed 72 hours.

The NRC proposes several other
minor editorial revisions to Section 2.4
in response to industry experience.
These revisions do not substantially
alter the intent of the original rule.
Changes to Section 2.4(i) would
simplify the tracking system for the
courier and the laboratory. The NRC
proposes that collection personnel
should report incidents when an
individual refuses to cooperate in the
testing process to an appropriate
authority (Section 2.4(j)), as designated
by the licensee, rather than through the
MRO to appropriate management. The
NRC believes the MRO need not be a
key player because refusals to cooperate
are administrative concerns rather than
medical problems.

Section 2.6 Licensee Testing Facility
Personnel

A change conforming to the HHS
guidelines is proposed to assure that
training of licensee testing facility
managers includes maintenance of
chain-of-custody.

Section 2.7 Laboratory and Testing
Facility Analysis Procedures

Proposed revisions to this section
further clarify wording and procedures
discussed in previous sections.

The NRC proposes several changes in
this section that would be consistent
with the recent revisions to the HHS
guidelines. The NRC proposes to reduce
the screening cutoff level for marijuana
from 100 nanograms per milliliter (ng/
ml) to 50 ng/ml (Section 2.7(f) formerly
2.7(e)). Current testing technology is
capable of supporting reliable and valid
results at this level. In addition, analysis
of results in nuclear industry drug
testing programs shows that positive test
rates (indicating increased detection)
increased substantially when the
screening level was lowered to 50 ng/ml
from 100 ng/ml. These proposed
changes would make the NRC’s FFD
rule consistent with the HHS Guidelines
(59 FR 29908; June 9, 1994) and the
cutoff levels used by all other Federal
agencies. This change is needed to
ensure that licensees’ specimens are
tested by a process certified by HHS
(any cutoff level different than the HHS-
certified process must be accompanied
by appropriate QA measures). The NRC
proposes a revision to eliminate the
requirement that test results be reported
in batches (Section 2.7(h)(1)). In
addition to being consistent with the
recent revisions to the HHS guidelines
and the current general practice, this
would significantly decrease the amount
of time required for licensees to receive
certain types of test results from the
laboratory.

The NRC proposes to clarify its
original intent that licensees which
retain split specimens must use a
different HHS-certified laboratory in
cases where a split specimen is being
tested for an appeal (§2.7(k)). The NRC
was informed by HHS that requiring a
different laboratory essentially
guarantees a different process for
preparing the specimen which would
provide a high assurance of detection of
any laboratory error or inaccuracy of test
results. In one instance, the same
laboratory that produced a positive test
retested the specimen during an appeal
and, using the same method, made the
same mistake and produced a second
false positive test. The false positive was
discovered in response to repeated
appeals by comparing this laboratory’s
results with the results reported by
another laboratory. Although suspected
false positives have been extremely rare,
this proposed revision would further
reduce the possibility for recurrence of
a false positive due to a laboratory error.
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The NRC is proposing a number of
revisions to this section aimed at
enhancing the effectiveness and
reliability of licensee FFD program by
requiring testing to determine the
validity of specimens; this adaptation of
a recent change to the HHS guidelines
would detect evidence of adulteration or
dilution, thereby reducing the potential
for subversion of the testing process.
This change would also address
concerns that the rule does not require
the laboratories to report the results of
tests, such as pH, specific gravity (SG),
and creatinine, to the extent these tests
are performed. Licensees have
encountered various practices, such as
adulteration and dilution, by substance
abusers to avoid detection and the NRC
desires to minimize the vulnerabilities
in the testing process that have been
exploited. One of these measures would
be to determine specimen validity.
Licensees conducting onsite testing
would be required to determine the
validity of all specimens collected; this
would avoid disposal of specimens that
would have been determined invalid by
the laboratory. The validity of the
specimens would be determined
through the addition of testing for
specific gravity on arrival of the
specimens at the licensee’s onsite
testing facility or the HHS-certified
laboratory (Section 2.7(e)). The NRC
requests comments on whether these
tests for determining specimen validity
should include tests for acidity/
alkalinity (pH), creatinine, and other
tests for adulterants and whether these
tests should be conducted as part of the
collection process so that a second
specimen can be collected immediately
and under direct observation. To protect
those being tested from incorrect
conclusions about the validity of a
specimen, the NRC is proposing that
those specimens determined to be
outside of specification would be
subjected to both screening and
confirmation tests at the limit of
detection that the laboratory is capable
of performing. The NRC understands
that this may not be technically feasible
for specimens containing some
adulterants. In those cases, the
laboratory would not test to limit of
detection (LOD) and would report the
specimen condition. The NRC
understands that some HHS-certified
laboratories have an LOD much lower
than the established cutoff values, while
others may not be able to achieve an
LOD less than 40 percent of established
cut off levels. Therefore, the NRC
requests comments on the desirability of
requiring that tests of specimens which
are outside of specifications (i.e., show

evidence of adulteration or dilution) be
performed at the HHS-certified
laboratory’s LOD and depending on
licensees to select laboratories capable
of achieving the lower LODs and to
develop appropriate quality controls.
Recognizing the ability of HHS-certified
laboratories to identify drug metabolites
at lower concentration levels found in
dilute specimens in a forensically sound
manner, the NRC believes this is an
appropriate approach to reducing the
potential for incorrect conclusions about
the validity of a specimen.

The NRC believes that the information
developed during these procedures
would enable the MRO to make an
accurate determination of whether a
specimen of questionable validity has
actually been adulterated or diluted. If
the specimen has been heavily
adulterated or diluted, specimen
validity test results would indicate an
obvious attempt to subvert the testing
process. If the specimen is moderately
diluted, with no drugs detected, and the
worker’s health habits reveal
consumption of appropriate quantities
of liquids, the MRO would determine no
attempt to subvert the testing process. If
drugs are detected, the MRO would
conclude that the worker has attempted
to subvert the testing process.

In keeping with this proposed change
to reduce subversion of the testing
process, the NRC proposes to require (in
Section 2.7(d)) that the Medical Review
Officer report any adulteration or
dilution evidence (excluding hydration
resulting from an acceptable reason) to
licensee management in order to enable
licensee management to more
vigorously pursue subversion attempts
(Section 2.7(h)(1), formerly Section
2.7(g)(1)). Hydration resulting from
acceptable reasons (e.g., drinking fluids
for health reasons) would be excluded
because this type of hydration occurs
frequently, especially in warm climates.
Another revision would add urine
specimens that are determined on site to
be questionable for adulteration or
dilution to those specimens that
licensees must ship to an HHS-certified
laboratory for testing (Section 2.7(d)). By
a related revision, all specimens that
have been adulterated or diluted, or that
the licensee specifies have been
associated with personnel actions for
other reasons, would be subject to long-
term frozen storage for at least one year
by HHS-certified laboratories (Section
2.7(i)). The NRC recognizes that these
changes are minor clarifications or
modifications to existing requirements
and understands that many licensees are
currently performing these proposed
actions.

The NRC proposes four changes to the
requirements for testing. First, the NRC
proposes that a test for d (dextro) and |
(levo) isomers of methamphetamine be
required for all positive tests for
amphetamines (an additional two days
are provided the laboratory for
processing specimens suspected of
containing amphetamines) (Section
2.7(9)(6)). Some legal drugs (e.g., Vicks
inhaler) contain amphetamine
compounds that may yield a laboratory-
confirmed positive for amphetamine
use. Laboratory confirmatory tests for
the d and | isomers are able to
differentiate between compounds and to
identify those positive test results that
are the result of legal use. Many
licensees have already been using this
test as further confirmation of positive
test results for amphetamines. This
proposed revision would mandate the
use of this test by all licensees and be
consistent with current laboratory
practice described by HHS in its
Technical Advisory of March 11, 1991.
Second, a new Section 2.7(f)(3) would
permit multiple screening tests only in
certain limited situations. This would
adopt with some modification a 1994
change HHS made to its guidelines
which is intended to be limited to
amphetamines to reduce the effect of
possible cross reactivity due to
structural analogs, and to unique testing
problems. However, a few licensees
have expressed concern when they
learned their laboratory was routinely
using multiple screening tests on all
specimens. Multiple screening tests
should not be used on a routine basis
because of the increased number of false
negative test results that could occur.
Third, the NRC is also proposing to
reduce the time that licensees must wait
for laboratories to provide testing results
and, thereby, enable licensees to grant
unescorted access to new employees
and to conclude activities related to
drug testing in a more timely manner
(Section 2.7(h)(1)). It is the NRC staff’s
understanding that most HHS certified
laboratories can, and usually do, report
negative results to the licensee within
24 hours of receipt of specimens. A
laboratory-confirmed positive result
usually requires another 24 to 48 hours.
Exceptions are when a positive test
result for amphetamine requires further
testing for d and | isomers or an opiate
positive requires further testing for 6-
acetylmorphine (6-AM) at a few
laboratories. The reduced period of time
provided to laboratories to report results
assures that licensees will receive
results in a timely manner and will
reduce the time that new employees
will have to wait for their unescorted



21124

Federal Register / Vol. 61, No. 91 / Thursday, May 9, 1996 / Proposed Rules

access, thereby reducing costs to the
licensee. Fourth, the NRC proposes to
require that a methamphetamine
confirmatory test result contain at least
200 ng/ml of amphetamine for the result
to be reported as a laboratory positive
(Section 2.7(g)). This revision would
conform with a similar change made to
the HHS Guidelines on June 9, 1994 (59
FR 29908). This requirement was
adopted by HHS to prevent false
positive methamphetamine results that
can be caused by chromatographic
resolution problems in the confirmatory
testing process.

In a related matter, the NRC
understands that a significant
percentage of laboratory-confirmed
positives for opiates are determined to
be negative by the MROs based on use
of prescription medication, poppy seed
consumption, no clinical evidence, or
other reasons. In several public
meetings, MROs and other FFD program
personnel have expressed concern that
the current opiate testing levels are not
properly targeting opiate abusers. The
concern is that the program is not
effective in deterring or detecting heroin
use (the rule requires clinical signs of
abuse for the MRO to determine the test
result as positive, yet heroin is
frequently smoked or inhaled leaving no
clinical signs of abuse), and large
numbers of laboratory confirmed
positives for opiates are determined
negative, which imposes an unnecessary
burden on the MROs and costs to the
licensees. Data from eight licensees
summarized in Table 3.12 of NUREG/CR
5784 indicate that only 2 of 124
laboratory-confirmed opiate positives
were confirmed by MROs as positive
(both of these positive results were
reported by one licensee). These data
are consistent with anecdotal reports
from HHS and DOT officials and MROs.

The NRC understands that the
Department of Defense (DOD) has raised
its screening test cutoff level for opiates
to 2,000 ng/ml and the confirmatory test
cutoff levels for morphine to 4,000 ng/
ml, codeine to 2,000 ng/ml, and 6-AM
(a metabolite specific for heroin) to 10
ng/ml.

The NRC is specifically interested in
public comments and supporting data as
to whether it should raise the cutoff
levels for screening and confirmation
tests for opiates. Should the NRC set its
levels consistent with those set by the
DOD and proposed by HHS on
November 16, 1995 ( 60 FR 57587)?
Given the level of concern for safety in
the nuclear industry, should the NRC
retain the current levels?

Two revisions related to the short-
term refrigerated storage of specimens
are also being proposed (Section 2.7(c)).

This section currently requires that
specimens that do not receive a
screening test within seven days of
arrival at the HHS-certified laboratory
be chilled in secure refrigeration units.
The NRC has determined through pilot
experiments that at least one drug
metabolite is subject to deterioration if
a urine specimen containing this
metabolite is allowed to stand for more
than 32 hours at relatively high
temperatures. The NRC has also become
aware of anecdotal evidence that
indicates that, when specimens are
shipped or stored at warm temperatures,
there is a potential for drug or
metabolite deterioration such that
specimens containing drugs or
metabolites over the cutoff level at the
time they were submitted can be found
to be negative in either screening or
later confirmatory tests. The NRC is,
therefore, proposing to require that
specimens that will not receive a
screening test and, if appropriate, a
confirmatory test within one day of
arrival at the HHS-certified laboratory
be stored in a chilled condition until
tested.

The NRC proposes several
modifications that would clarify or
modify requirements in light of industry
experience. These modifications do not
significantly affect the rule’s original
intent and are intended to reduce
unnecessary problems in the
implementation of the rule. First,
Sections 2.7 (f)(1) and (g)(2), formerly
Sections 2.7(e)(1) and (f)(2), would be
modified to clarify that licensees using
lower cutoff levels are not required to
perform two different tests at different
cutoff levels. Instead, they are expected
to use extrapolation techniques to
provide the required estimates of the
number of positive test results from
HHS-certified laboratories that would
have occurred using the NRC cutoff
level. Second, the NRC proposes to
delete the requirement that licensees
have emergency power equipment
available for refrigeration units in the
event of a power outage (Section 2.7(c)).
Instead, the proposed revision would
require only that licensees have some
kind of contingency measures available
to maintain specimens in a chilled state.
Third, the NRC proposes to allow
routine administrative tasks now
assigned to the MRO to be performed by
the administrative staff of the MRO
(Section 2.7(h)(2)), formerly Section
2.7(9)(2). Licensee experience has found
that the duties of the MRO are extensive
and that many of the duties prescribed
in the rule could be performed equally
well by the MRO’s staff without
compromising the privacy of

individuals. Fourth, the NRC proposes
to make explicit that licensee contracts
with HHS-certified laboratories provide
that the licensee and the NRC should be
able to obtain from the laboratory all
information and documentation that is
reasonably necessary for the licensee’s
inspection or audit of the laboratory,
including, but not limited to, copies of
the laboratory’s HHS certification
results (Section 2.7(n), formerly Section
2.7(m)). In addition, this revision
provides for reduced licensee inspection
activities in those areas currently
inspected under the HHS certification
program. Fifth, the NRC proposes to add
to Section 2.7(n) a provision that would
permit, in the event that a licensee’s
HHS-certified laboratory loses its
certification, the licensee to use for up
to 3 months an HHS-certified laboratory
that has been audited by another NRC
licensee that shares the same drug
testing and cutoff standards. In such
cases, the licensee would be required to
audit the newly contracted laboratory
within three months. Sixth, the NRC
proposes to revise Section 2.7(h)(5)
(formerly Section 2.7(g)(5)) to clarify
that the laboratories, which are now
required to provide expert testimony
covering drug test results, would retain
the originals of the specimen chain-of-
custody form in order to assure that
evidence is available for appeals. The
documents would be retained by the
laboratory consistent with the proposed
retention requirements in Section 2.2(a)
of the Appendix. Seventh, the NRC
proposes to clarify the original intent of
Section 2.7(k) (formerly Section 2.7(j))
with regard to the applicability of the
quantification of test results to split
specimens. In a related matter, the NRC
considered but decided not to adopt a
change to Section 2.7(h)(3) to further
clarify that the laboratory must provide
guantitation of test results to the MRO
when requested. Some laboratories have
been reluctant to provide such
requested information. Eighth, the NRC
proposes to clarify that the individual
must be informed of his/her option to
test the split sample (Section 2.7(k)).
Inspections have indicated that, for
various reasons, not all individuals are
so informed. Ninth, the NRC proposes to
make explicit that all standards used to
calibrate alcohol breath analysis
equipment and equipment used at
licensees’ testing facilities for
conducting screening tests must be
current and valid for their purpose
(Section 2.7(p)(2), formerly Section
2.7(0)(2)). The NRC has received
comments from licensees regarding the
receipt of out-of-date calibration
standards for alcohol breath analysis
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and regarding the inability of some
screening test equipment to test at
required levels. The NRC is also aware
of the deliberate use of expired
calibration standards.

The NRC also proposes to revise
Section 2.7(k) by requiring an
individual’s request that his or her split
specimen be tested in a timely manner.
Current wording of the rule does not
establish a time limit for an individual
to request a test of a split specimen. The
proposed revision would permit
licensees to establish a definition of
“timely,” but it could not be restricted
to less than 72 hours from the time the
individual is notified of the violation.
Although recently revised HHS
guidelines established a maximum time
limit of 72 hours, the NRC believes
licensees should be provided the
flexibility to determine appropriate time
limits for split specimen testing requests
that meet particular demands associated
with the licensee’s notification
experience (e.g., notification of result
occurring just before a long holiday
period or the individual out sick). This
revision would also ensure that
individuals’ rights are protected by
establishing the minimum 72 hour
period within which they may make a
request for split specimen analysis.

A proposed revision to Section
2.7(p)(3) (formerly Section 2.7(0)(3))
would allow use of alcohol breath
analysis equipment that conforms to the
September 17, 1993, amendments to the
National Highway Traffic Safety
Administration’s (NHTSA) Model
Specifications for evidential breath
testing devices originally published in
1984. While these amendments reflect
new lower evaluation thresholds for
devices to measure breath alcohol,
licensees need not acquire new devices
that meet these amended standards.
Breath analysis equipment that meets
the 1984 NHTSA standards will
continue to be acceptable in NRC FFD
programs.

The NRC considered a potential
revision to test for agents used to mask
the presence of THC and other drugs.
An analysis of specimens producing
negative screening tests to assure that
they do not contain agents that mask the
presence of THC and other drugs could
be specified by rule. Products that can
be added to urine as masking agents are
currently available and tests for these
products are currently used by some
laboratories. Testing for these products
would increase the detection of attempts
at subverting the testing process. While
it has decided not to propose this
revision at this time, the NRC invites
public comment on both the need for

and the resource impact of such a
requirement.

The NRC has received requests from
several licensees and vendors to permit
the on-site use of non-instrumented
qualitative immunoassay methods that
involve the use of inexpensive,
disposable devices. Convenience and
speed in obtaining results appear to be
the main advantages of these devices.
Such testing does not use laboratory
analysis techniques, can be performed
quickly, and can produce virtually
immediate results. These compact and
portable testing devices show promise
as a quick and easy method for testing
in certain circumstances such as
physician’s diagnostic needs when the
presence of drugs or alcohol can affect
what treatment is suitable for
emergency-room patients. These testing
devices may also be well adapted to
some criminal justice applications,
roadside testing, or testing in remote
locations. They are generally able to
identify the five drugs or drug
metabolites of concern to the NRC.

While Part 26 does not currently
preclude the use of such non-
instrumented devices for screening
tests, the NRC is aware that there are
several technical variables involved in
the use of these devices that may
prevent them from achieving the high
levels of specificity, accuracy, and
repeatability demanded in licensees’
FFD drug testing programs. Temperature
and barometric pressure can alter the
amount of urine being tested and the
repeatability of the test. Temperature
variations may affect the reactivity of
the chemical reagents and indicator
strips being used. These effects alter the
amount of urine being tested and the
repeatability of the test. The NRC’s
concern is whether these types of
technical variations will have sufficient
impact to alter the specificity, accuracy,
and repeatability of the test results. The
NRC is concerned that the use of such
devices may lead to a number of false
negative screening test results. (The
concern for false positive screening test
results is minimal since all positively
screened specimens must be tested at an
HHS-certified laboratory and any
positive results from the laboratory
followed by a review of the results by
an MRO.) The Commission believes that
the use of testing devices that might
increase the number of false negative
screening test results is not consistent
with the goals of FFD testing or to the
credibility of the program to those
subject to testing.

The NRC is also concerned that there
are not sufficient procedural safeguards
currently in place that would ensure
reliably accurate screening test results if

these non-instrumented devices were to
be used by licensees. There are, for
example, no quality control procedures
known to the Commission that could be
used to validate the results produced by
the use of these devices, nor is there any
mechanism in place to validate
industry-wide results over time. For
example, accurate tests at the beginning
and end of a batch of specimens tested
with an instrumented test would
indicate all specimens in the batch were
accurately tested. On the other hand,
“batch” testing with these non-
instrumented devices is probably not
feasible. Likewise, the potential for
subversion that could be introduced by
the use of these devices has not yet been
adequately investigated or addressed.
Requirements may need to be developed
to protect an employee’s right to privacy
and to minimize the chances for
subversion of the testing process. No
procedural safeguards exist in the text of
the rule or in Appendix A that would
address opportunities for subversion of
the testing process which may be
created by the use of these new devices.

Given the uncertainties surrounding
the potential use of non-instrumented
testing devices, the NRC would prefer
that these devices not be used for
screening tests in licensees’ FFD
programs at this time. The NRC is aware
that HHS has been mandated to
investigate the accuracy and reliability
of these devices. The NRC will monitor
the HHS investigation and continue to
pursue its own inquiry into the
feasibility of the use of these devices for
FFD screening tests. As part of this
effort, the NRC will determine whether
new guidelines, quality assurance
procedures, and performance standards
that would govern their use should be
added to Part 26.

To aid in this effort, the NRC invites
public comment on the advisability of
its creating guidelines, procedures, or
standards for non-instrumented testing
devices. The NRC would welcome
specific recommendations as to how
Part 26 could be amended or other
means that would address the concerns
discussed above and other issues
surrounding the use of such devices.
Alternatively, the NRC invites public
comment on the advisability of its
waiting until procedures or standards
governing the use of non-instrumented
testing devices are developed by other
agencies and then evaluating and
adapting those standards to the nuclear
power industry’s requirements. Should
there be a Conforming Products List for
these devices similar to that published
by the NHTSA for evidential breath
measurement devices, and who should
administer such a program? The NRC
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also would be interested in learning
under what conditions, if any, would
the use of non-instrumented drug
testing devices produce cost savings as
compared to licensees’ current means of
screening.

The NRC notes that Section 2.7(h)(4)
(formerly Section 2.7(g)(4)) requires that
HHS-certified laboratories transmit drug
test results to MROs in a manner
designed to protect the confidentiality
of that information. In order to promote
the efficient administration of FFD
programs, it is the Commission’s policy
that FFD program personnel can assist
MROs in the receipt and processing of
the laboratory reports. While some
programs have chosen to require that
test results be received only by their
MROs, others have allowed other
program personnel under the
supervision of an MRO to receive the
results and forward them to the MRO.
The NRC believes that both approaches
are acceptable as long as the procedures
for receiving and handling test results
within the program are designed to
preserve the confidentiality of the test
results and actually accomplish that
purpose. The NRC reiterates that a test
result reported as a confirmed positive
by an HHS-certified laboratory must not
be considered a violation of a licensee’s
FFD policy until such result is reviewed
by the MRO to determine if it
constitutes evidence of such a violation.
Therefore, the procedures through
which the MROs receive test results
from HHS-certified laboratories should
contain explicit safeguards against
improper disclosure of the report and
premature actions such as the
laboratory-confirmed test result being
recorded in the employee’s personnel
file, an employment action being taken,
or licensee management being notified
of the positive result until after the MRO
has determined that there is not an
acceptable medical explanation for the
positive result.

Section 2.8 Quality Assurance and
Quality Control

A proposed revision to Section 2.8(b)
would clarify that the current
requirement that licensee testing
facilities ““process’ blind performance
specimens means that licensees
conducting on-site testing must perform
an immunoassay test on all such
performance specimens before they are
submitted to the HHS-certified
laboratory. This revision is intended to
make clearer the NRC’s original intent
regarding this requirement. A further
revision would make explicit the
requirement that licensees must
evaluate the results of their HHS-
certified laboratory’s testing of the blind

performance test specimens and a
sampling of specimens screened as
negative submitted by the licensee and
take corrective action as appropriate.

The NRC, after consulting with
SAMHSA, proposes an adaptation of
recent changes to the HHS guidelines
for blind performance test specimens
(Section 2.8(e)). As HHS did with its
guidelines, the modifications would
reduce the percentage of blind
performance specimens, reduce the
proportion of blind performance tests
relative to the total number of tests
submitted, and reduce the maximum
required number of blind performance
test specimens. These changes are
intended to ensure that the number of
blind performance test specimens
required to be submitted are adequate to
assure quality in the testing process and
particularly in the HHS-certified
laboratory.

The NRC proposes to reduce the
percentage of blind performance tests
from 50 percent to 20 percent for the
initial 90-day period and from 10
percent to 3 percent after the initial
period, consistent with changes made to
the HHS guidelines and the Department
of Transportation’s rules. The maximum
number of blind performance test
specimens required to be submitted
both in the initial 90-day period and
after is also lowered in the proposed
revision. However, the NRC believes a
maximum number less than that
established by the HHS guidelines
would assure adequate quality in the
testing process. Whereas HHS lowered
the maximum number of blind
specimens to be submitted during the
initial 90 day period from 500 samples
to 200, the NRC proposes a further
reduction to 100 specimens. The
maximum number of specimens
submitted thereafter during each quarter
was reduced from 250 to 100 by HHS;
NRC proposes a further reduction to 25
blind specimens per quarter.

Because the NRC permits on-site
testing and very few specimens with
unconfirmed positive test results would
be submitted to laboratories at these
sites, the NRC, in consultation with
SAMHSA, proposes that there should be
a minimum number of blind specimens
(10 per quarter is recommended) to
ensure that a sufficient number are
submitted to assure the quality of the
testing process.

The NRC intends that utilities with
multiple collection sites submitting
specimens to the same HHS-certified
laboratory meet the percentage
requirement for each collection site.
However, a licensee may combine the
number of specimens collected from its
multiple sites to meet the total

minimum requirement for all collection
sites. That is, if one or more of the
utility’s collection sites and the
corporate office contract with the same
laboratory, they may pool their number
of regular test specimens to meet
requirements for the minimum number
of blind performance test specimens.
The NRC expects that blind specimens
will be submitted to the laboratories
from each collection site and that
submission will be uniformly
distributed throughout each quarter to
correspond with the submission rate for
other specimens.

The NRC also proposes to lower the
percentage of blind performance test
specimens which would be blank and
raise the percentage which would be
positive for one or more drugs (Section
2.8(€)(3)). Increasing the percentage of
positive specimens would help offset
the reduction in the minimum
percentage requirements for blind
performance test specimens and would
assure that an adequate number of
positive performance tests for each drug
are submitted for quality control. Also,
the NRC proposes that 10 percent of the
positive blind specimens be
appropriately adulterated or diluted and
“spiked’ to 60 percent of the cutoff
value to challenge the laboratory’s
ability to determine specimen validity
as proposed in Section 2.7(e) of the
Appendix.

The third proposed revision would
clarify that licensees must investigate
any testing errors or unsatisfactory
performance identified throughout the
testing process or during the appeals
process (new Section 2.8(f), formerly
Section 2.8(e) (4), (5), and (6)). The NRC
intended, in the original rule, that
testing or process errors discovered in
any part of the program, including the
appeals process, be investigated as an
unsatisfactory performance of a test.
Thorough investigation and reporting of
such test results will continue to assist
the NRC, the licensees, HHS, and the
HHS-certified laboratories in preventing
future occurrences.

The NRC also proposes to clarify
Section 2.8(e)(2) by modifying the
reference to “‘the initial 90-day period of
any new drug testing program’’ to read
“the initial 90-day period of any
contract with an HHS-certified
laboratory.” The clarification would
help assure that intensified quality
testing is performed during the initial
phase of testing by any new laboratory,
as originally intended. (See previous
discussions in item number 10.5.6 of
NUREG-1354 and item number 4.15 of
NUREG-1385.)

The NRC proposes revising Section
2.8(e)(1) by clarifying the criteria that
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licensees must follow when purchasing
blind quality control specimens.
Currently requirements only ensure that
blind quality control materials be
purchased from labs certified by HHS or
a HHS-recognized certification program.
Due to the fact that not all suppliers of
blind quality control materials adhered
to uniform standards for preparation
and certification, unacceptable blind
quality control specimens have been
used. These unacceptable blind quality
control test results, e.g., false negatives
or false positives, lead to increased costs
and lowered efficiency because of
additional tests and follow-up actions
necessary to validate the results of
previously tested actual specimens.
More importantly, the unacceptable
results may tend to cause loss of
confidence in the testing process. In
order to eliminate these problems, the
NRC proposes to explicitly state the
criteria, as HHS did in its recent
revisions to its guidelines, in order to
clarify for licensees the standards for
blind quality control materials and
make the rule consistent with existing
practice.

Section 2.9 Reporting and Review of
Results

The NRC proposes a number of
revisions to this section to clarify the
original intent of the rule.

Section 2.9(d) requires the MRO to
determine if there is clinical evidence of
opiate abuse before verifying a test
result to be positive for that drug
(meaning a clinical examination of all
persons whose specimen was reported
by the laboratory as positive for
morphine or codeine). The NRC has
become aware that some MROs believe
that the opportunity for an individual to
discuss a positive test result and related
matters in a telephone conversation
rather than at a face-to-face interview is
sufficient to comply with this section.
Providing the opportunity for only
telephone conversations in some
situations may not be adequate,
particularly in cases where opiate use is
in question. FFD experience
demonstrates that personal, face-to-face,
contact between the MRO and the
subject individual can play an
important part in arriving at fair and
defensible judgments as to whether a
violation of FFD policy has occurred.
This process will be further clarified in
the near future by HHS through
revisions to its Medical Review Officer
Manual.

The NRC proposes to clarify that the
standards applied to the determination
of whether clinical evidence of opiate
abuse exists would include a range of
evidence, including substantial

evidence of lack of reliability and
results inconsistent with ingestion of
food or medication. Some MROs have
interpreted this section of the regulation
as restricting the types of evidence they
should consider (Section 2.9(d)), in
some cases resulting in “pro forma”
rejection of all laboratory positives for
opiates.

With regard to legal drugs, the NRC
proposes to remove the requirement that
Medical Review Officers determine
whether there is clinical evidence of
unauthorized use of over-the-counter
and prescription drugs (Section 2.9(d)).
This requirement has created difficulties
for Medical Review Officers because
there is little guidance that can be
developed regarding what constitutes
clinical signs of abuse for these
substances.

The NRC notes that during the first
five years of program operations, there
has been programmatic inconsistency in
MROs’ decisions concerning the abuse
of legal drugs, such as the use of drugs
prescribed for one’s spouse. This
inconsistency has resulted in significant
variance in management actions taken
in response to this type of drug use. The
NRC is not proposing a revision to this
section. Instead, the NRC expects MROs
to use prudent judgment in dealing with
those situations which raise significant
FFD concerns.

The NRC proposes clarifying that a
medical determination of fitness be
conducted (Section 2.9(g)) in the
following cases: (1) Where there is a
reason to believe that on-duty
impairment may exist (whether or not
there is an FFD policy violation), (2) in
the evaluation of all for-cause tests
results, (3) before making return-to-duty
recommendations, (4) before granting
unescorted access to the protected area
when a record of a prior FFD violation
exists, and (5) if a history of substance
abuse is otherwise identified. The
licensed physician or Medical Review
Officer is to report to licensee
management both determinations of
FFD violations and determinations of
any condition under which an
individual may not be able to safely and
competently perform his or her duties.
These requirements are intended to
increase assurance that a medical
evaluation is performed for
circumstances where fitness may be
guestionable. The NRC wishes to
emphasize that the determination of an
impairment problem that does not
constitute an FFD violation must not
result in punitive action toward the
individual.

The NRC proposes to require Medical
Review Officers to review BAC readings
between 0.02 percent and 0.04 percent

and to extrapolate the results of breath
analysis for alcohol, or GC analysis of
blood, back in time when appropriate
(Section 2.9(h)). This would ensure that
individuals who can reasonably be
concluded to have had a BAC at or
above 0.04 percent while on duty will
be found to be in violation of the FFD
policy.

The NRC proposes to revise Section
2.9(e) by clarifying what constitutes a
“timely”’ request by an individual that
an aliquot be reanalyzed. This would be
an adaptation of the timeliness standard
for testing split specimens recently
adopted in the HHS Guidelines.
However, under the HHS approach the
split specimen “belongs’ to the donor
and the primary specimen “belongs’ to
the employer; therefore, the HHS
guidelines are silent on timeliness for
reanalysis of the primary specimen.
Current wording of this paragraph in the
NRC'’s rule requires an MRO to
authorize a reanalysis of the original
aliquot on the timely request of the
individual tested. This ambiguity could
be problematic for licensees who must
determine how “timely” such a request
actually is. The proposed revision
would permit licensees to establish a
definition of “timely”’, but it could not
be restricted to less than 72 hours from
the time the individual is notified of the
violation. The NRC believes licensees
should be provided the flexibility to
determine appropriate time limits for
requests for retesting specimens that
meet particular demands associated
with the notification of the worker (e.g.,
notification occurring just before a long
holiday period or extended illness), yet
this revision would also ensure that
individuals’ rights are protected by
affording them a minimum of 72 hours
within which they may make a request
for reanalysis of the specimen. In
addition, the NRC is allowing licensees
the flexibility to dispose of test results,
based on scientific insufficiency, after
three years.

The NRC proposes adding a new
Section 2.7(p)(6) and amending Section
2.9(b) by restricting the types of
arrangements that can exist between the
MRO and the HHS-certified laboratory
or the operating contractor of an on-site
testing facility. The NRC proposes to
require that the MRO not be an
employee, an agent of, or have any
financial interest in the laboratory or on-
site testing facility operator for which
the MRO is reviewing drug testing
results. Similarly, the laboratory and on-
site testing facility operator shall not
have any relationship with the MRO
that may be construed as a conflict of
interest. These restrictions are
consistent with recent changes to the
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HHS guidelines and the NRC believes
that they will assist in eliminating any
conflict of interest between the MRO
and the contract laboratory and on-site
testing facility operator that may affect
the impartiality and objectivity of the
MRO in reporting testing deficiencies or
errors to licensee.

Section 3.2 Individual Access to Test
and Laboratory Certification Results

The NRC proposes to delete this
section and incorporate relevant
portions of it as Section 26.29(c).

Section 4.1 Use of HHS-Certified
Laboratories

The NRC proposes to add a caution,
upon the advice of SAMHSA, that the
HHS certification process applies only
to the drugs and cutoff levels specified
by HHS and that the defensibility of the
results of tests at more stringent cutoff
levels than those required under HHS
guidelines, for analyses of blood
specimens for alcohol, and tests for
substances other than the 5 covered
under HHS guidelines depends on
appropriate measures by licensees to
assure that the reported results are
valid.

Environmental Impact: Categorical
Exclusion

The NRC has determined that this
proposed rule is the type of action
described as a categorical exclusion in
10 CFR 51.22(c)(2). Therefore, neither
an environmental impact statement nor
an environmental assessment has been
prepared for this proposed rule.

Paperwork Reduction Act Statement

This proposed rule amends
information collection requirements that
are subject to the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 et seq.).
This rule has been submitted to the
Office of Management and Budget for
review and approval of the information
collection and paperwork requirements.

The proposed rule will relax existing
information collection requirements and
will contain new information
collections. The overall effect will also
reduce existing information collection
requirements, and the overall public
burden of this collection of information
is expected to be decreased by 170
hours per year per site. These estimates
for both reduction and addition to
burden include the time required for
reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing and reviewing the collection
of information.

The U.S. Nuclear Regulatory
Commission is seeking public comment

on the potential impact of the collection
of information contained in the
proposed rule. Comments to the OMB
on the collection of information or on
the following issues must be submitted
by June 10, 1996.

1. Is the proposed collection of
information necessary for the proper
performance of the functions of the
NRC, including whether the information
will have practical utility?

2. Is the burden estimate accurate?

3. Is there a way to enhance the
quality, utility, and clarity of the
information to be collected?

4. How can the burden of the
information collection be minimized,
including the use of automated
collection techniques?

Send comments regarding these
burden estimates or any other aspect of
this collection of information, including
suggestions for reducing the burden, to
the Information and Records
Management Branch (T-6 F33), U.S.
Nuclear Regulatory Commission,
Washington, DC 20555-0001, and to the
Desk Officer, Office of Information and
Regulatory Affairs, NEOB-10202,
(3150-0146), Office of Management and
Budget, Washington, DC 20503.

The NRC may not conduct or sponsor,
and a person is not required to respond
to, a collection of information unless it
displays a currently valid OMB control
number.

Regulatory Analysis

The Commission has prepared a draft
regulatory analysis on this proposed
rule. The analysis examines the benefits,
cost savings, and costs of the
alternatives considered by the
Commission. The draft analysis is
available for inspection in the NRC
Public Document Room, 2120 L Street
NW. (Lower Level), Washington, DC.
Single copies may be obtained from
Loren L. Bush, Jr., Office of Nuclear
Reactor Regulation, U.S. Nuclear
Regulatory Commission, Washington,
DC, telephone (301) 415-2944.

Regulatory Flexibility Act Certification

In accordance with the Regulatory
Flexibility Act of 1980, (5 U.S.C.
605(b)), the Commission certifies that
this rule will not have a significant
economic impact on a substantial
number of small entities. This proposed
rule affects only the licensing and
operation of nuclear power plants and
activities associated with the possession
or transportation of Category | material.
The companies that own these plants do
not fall within the scope of the
definition of *‘small entities” set forth in
the Regulatory Flexibility Act or the size

standards adopted by the NRC on April
11, 1995 (60 FR 18344—10 CFR 2.810).

Backfit Analysis

This proposed rule would modify a
prior Commission position by adding
new requirements and reducing other
requirements. The modifications are
intended to improve the effectiveness of
the rule in the light of demonstrated
program performance and lessons
learned since the implementation of the
rule and to enhance overall program
integrity. Some of the modifications
would be made to make the rule
consistent with modifications to the
national standards on drug testing
promulgated by the Department of
Health and Human Services. Other
modifications are intended to prevent
subversion of the testing process
(examples include: limiting the time
between notification and testing, using
a narrower temperature range to make it
more difficult to submit a surrogate
sample), further ensure the accuracy
and integrity of testing (examples
include: determining specimen quality,
using a narrower temperature range, and
requiring timely shipping and testing of
specimens to prevent degradation of
specimens), clarify actions for removal
and return to service, incorporate
advances in technology (example:
measures to eliminate “‘false positives”
from legitimate use of amphetamines),
and protect individual rights.

The proposed changes are, for the
most part, minor program adjustments
or clarifications and do not alter the
Commission’s original intent.
Furthermore, the modifications would
better achieve the level of assurance in
the accuracy of results and the integrity
of the testing process which was
originally intended. The NRC believes
that some of the changes are needed to
minimize the vulnerabilities that are
being exploited by substance abusers.

To facilitate public consideration of
these proposed changes, the
Commission has placed the proposed
rule changes into the three groups
appearing below. The first group
consists of those changes intended to
conform the rule to the HHS Mandatory
Guidelines that have been modified
since the rule was last revised.
Subgroup IA lists those changes
intended to make the NRC rule
compatible with the HHS Guidelines as
revised. Because the Commission
continues to desire to permit more
stringent programs than set forth in the
HHS Guidelines, it was necessary to
adjust some of the new HHS
requirements to meet the needs of the
nuclear power industry. These are listed
in subgroup IB.
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The second group consists of those
rule changes that would reduce
licensees’ regulatory burden. Subgroup
I1A lists those changes in this category
for which the Commission was able to
calculate specific monetary savings to
licensees. Some of the proposed changes
in the second group would provide
licensees with FFD program
administrative flexibility that would
provide some indeterminate reduction
in burden. These changes are found in
subgroup 1IB.

Group Il contains several proposed
revisions that the Commission believes
to be worthwhile and necessary to better
accomplish the FFD rule’s objectives.
Subgroup Il1A consists of those
proposed revisions that are particularly
important to achieving the rule’s
objectives. These include revisions
designed to reduce the incidence of
subversion of drug and alcohol testing
and to enhance the rule’s protection of
the rights of workers subject to the rule.
The proposed changes appearing in
subgroup 1B would serve to clarify the
rule’s existing requirements, reduce
ambiguities that have often resulted in
interpretative debates, and make other
administrative changes. Some of the
Group Il changes, such as establishing
a more restrictive temperature range,
would result in a departure from the
HHS guidelines.

Whether the proposed changes would,
considered as a whole or individually,
provide a substantial increase in overall
protection of the public health and
safety is a significant question. NRC
staff is of the preliminary view that
these changes, although desirable,
would not provide a substantial
increase. Public comment is specifically
requested on this question of
substantiality.

If the Commission were unable to
conclude at the final rulemaking stage
that these changes would provide a
substantial increase in overall
protection, the further question arises
whether the rule should nevertheless go
forward. One approach to continuation
of the rulemaking would be to view the
rule as a whole and to conclude, if
warranted, that the rule’s cumulative
effect is to ease licensee burdens or
leave them essentially the same, rather
than to increase them. This would be
consistent with an interpretation that
the backfit rule does not apply to
relaxations of requirements. However,
the mandatory nature of the proposed
rule, and effects on interested persons
other than licensees, could present
complicating factors. Alternatively, the
guestion is presented whether those
subject to the rule would decide not to
object to the new requirements in view

of a perceived overall benefit and, if so,
whether non-objection could be grounds
for not applying the backfit rule. The
basis here would be that the backfit rule
was solely directed at controlling
objectionable impositions of additional
requirements. Public comment on these
considerations is specifically invited.
LIST OF PROPOSED CHANGES TO 10 CFR
PART 26

Group I: Adoption of National
Standards

A. Changes To Ensure Compatibility
With the HHS Guidelines as Revised in
June 1994

§26.24

(f) MRO to report FFD policy violation
in writing.

(9) Ensure all collected specimens are
tested and results are reported.

Section 1.2 of Appendix A

« Delete definition of permanent
record book

Section 2.4 of Appendix A

(d) Courier signature not needed on
chain-of-custody documents.

(9)(4) Eliminate requirement that
tester request list of medications prior to
specimen collection.

(9)(9)+(24) Eliminate the requirement
for a permanent record book.

(9)(10)+(15)+(23)+(24) Allow
accompaniment or observation by
person of same gender, other than a
collection site person.

(9)(12) Clarify fluid intake to assist in
providing specimen.

(9)(13) Specify the temperature range
for an acceptable urine specimen in
whole numbers.

(i) Clarify requirements concerning
use of second, tamper-evident shipping
container.

Section 2.6 of Appendix A

» Assure training of licensee testing
facility managers includes maintenance
of chain of custody.

Section 2.7 of Appendix A

(f) Lower the cutoff level for
marijuana screening tests from 100 ng/
ml to 50 ng/ml.

(9) Modify the criteria for determining
that a specimen is positive for
amphetamines.

(9) Require testing for d and | isomers
of amphetamines.

(h) Eliminate batch reporting of
results.

(p) Laboratory shall not have a
conflict of interest with licensee’s MRO.

Section 2.8 of Appendix A

(e) Require blind quality control
materials meet standards for
preparation, certification, and stability.

Section 2.9 of Appendix A

(b) MROs shall not have a conflict of
interest with certified laboratories.

Section 4.1 of Appendix A

(b) Note that licensees need to take
appropriate measures when testing
outside HHS certification process.

B. Changes To Conform HHS Guidelines
Revisions to the Framework of the
Original FFD Rule

§26.24

(d)(1)+(g) Require licensees to ensure
that all collected specimens are tested
and results reported.

Section 2.4 of Appendix A

(9)(11) Reduce required minimum
guantity of each urine specimen from 60
ml to at least 30 ml (Where licensee
chooses to test on site, split specimens,
or to test for additional drugs, more than
30 ml will be necessary).

Section 2.7 of Appendix A

(e) Validity of specimens, i.e., tests for
adulteration and dilution at HHS
laboratory.

(f) Permit multiple immunoassay
(screening) tests for the same drug or
drug class.

(k) Clarifications to split specimen
collection and dispatch procedures and
laboratory selection.

(k) Minimum time for requests by
individuals to have split specimen
tested at another HHS laboratory.

Section 2.8 of Appendix A

(e) Reduce the maximum number and
percentage of blind performance
specimens to be submitted per quarter
but require a minimum.

Section 2.9 of Appendix A

(e) Minimum time for request by
individual for reanalysis of original
specimen added.

Group I1: Reduction in Burden

A. Changes With Quantitative Monetary
Benefits

§26.2

(f) Eliminate duplicate testing under
multiple programs.

§26.20

(f) Credit for unescorted access status
granted by another licensee.
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§26.21

(b) Refresher training intervals
extended from 1 to 2 years.

(b) Acceptance of generic portions of
training provided by another licensee.

§26.22

(c) Acceptance of generic portions of
training provided by another licensee.

§26.24

(a)(1) Flexibility in pre-access testing
—Tests within past 60 days may be

considered pre-access tests if they

meet the standards of Part 26
—Access may be granted pending test

results for individuals covered by an

acceptable FFD program for 2

consecutive weeks in the past 6

months
—No pre-access test for those

transferring from another program
who have been covered by an FFD
program meeting the requirements of

Part 26 for 30 of the past 60 days.

(a)(2) Persons off site and unavailable
when chosen for random testing may be
tested when next on site.

(a)(3) People tested for-cause for
alcohol can return to duty while
awaiting urinalysis results.

(a)(5) Clarify existing testing
requirements for persons unavailable for
testing for short periods and insure
consistency with the access
authorization program.

(e) Limit time between notification
and specimen collection.

§26.27

(a) Fitness history need not be
obtained for those covered by other
programs or absent for 30 days or less.

§26.71

(d) Reduce frequency of program
performance reports.

§26.80

(a) Change to performance based audit
as the basis for reducing required
frequency.

Section 2.2 of Appendix A

(a) Permit prompt destruction of
chain-of-custody forms showing
negative test results.

Section 2.3 of Appendix A

» Extend reinvestigation interval for
FFD program personnel from 3 to 5
years.

Section 2.4 of Appendix A

(9)(18) Eliminate second breath
specimen when test shows no alcohol.

Section 2.7 of Appendix A

(e) Test questionable specimens to
level of detection.

(h) Permit MRO staff to perform
certain support functions.

(n) Eliminate need to audit areas
covered by HHS inspections.

B. Changes That Provide Greater
Flexibility and Indeterminate Monetary
Benefits

§26.2

(e) Reduce requirements during
decommissioning.

§26.22

(c) Refresher training intervals may be
extended from 12 to 36 months if
written exam is given every 12 months.

§26.24

(2)(3) Provide flexibility in timeliness
of for-cause test.

() MRO to complete review as soon
as practicable and inform management
if determination of test result is delayed
more than 14 days after collection
instead of completing review and
notifying within 10 days after screening
test.

(i) Flexibility for unusual medical
conditions.

§26.27

(a) Certain aspects of fitness history to
be limited to 5 years.

(a) Power reactor licensees usually
need not obtain statements responding
to activities related to possession or
transport of Category | nuclear material.

(c) Allow records of FFD violations to
be discarded after 5 years.

§26.29

(b) Permit provision of personal
information for judicial or
administrative proceedings initiated by
the subject individual.

(b) Permit provision of personal
information to contractors and vendors.

Section 2.2 of Appendix A

(a) Reduce time for retention of chain-
of-custody forms showing violations.

Section 2.4 of Appendix A

(9)(13) Allow licensees to set
temperature range within rule limits.

(9)(24) MRO or other designated
medical person can authorize an
observed collection.

(i) Flexibility on licensee internal
reporting and actions when individual
fails to cooperate.

Section 2.7 of Appendix A

(c) Flexibility in means of keeping
specimens chilled.

(H+(g) When licensee uses more
stringent cutoff levels, tests at level set
by the rule can be calculated and need
not be conducted.

(h) Reduce time for laboratories to
report results.

(n) Flexibility provided if lab loses
certification.

(p) Flexibility to use old or new
NHTSA standards for breath analysis
equipment.

Section 2.8 of Appendix A

(f) Allow disposal of records of
investigative findings after 3 years.

Section 2.9 of Appendix A

(d) Delete requirement for MRO
determination of clinical evidence of
legal drugs.

(i) Allow disposal of records of
negative test results, based on scientific
insufficiency, after 3 years.

Group I11I: Other Worthwhile Changes

A. Improvements Based on Experiences
That the NRC Believes Are Needed and
Proposes To Adopt

§26.24

(a)(5) Require return-to-duty testing
after extended absences or denial of
access.

(d)(1) Require onsite testers to
determine validity of specimens on site.

(h) Require back calculations for
BACs between 0.02 and 0.04.

§26.27

(b)(3)+(4) Minimum sanctions for
positive test for alcohol or the use of
alcohol within the protected area.

§26.28

« Assure that appeal rights cover all
types of violations, including confirmed
positive test results from applicants for
unescorted access and determinations of
subversion.

¢ Assure that relevant records are
corrected if appeal is successful.

§26.29

(c) Assure provision of copies of
records to individuals upon written
request.

Section 2.4 of Appendix A

(9)(13)+(15) More restrictive
temperature range for an acceptable
urine specimen.

(i) Laboratory must receive specimens
within 48 hours of shipment.

Section 2.7 of Appendix A

(d) Specimens questionable for
adulteration or dilution at licensees’
testing facilities must be shipped to
HHS laboratory for testing.

(e) Require onsite testers to determine
validity of specimens on site.
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B. Clarifications to Existing
Requirements, Changes To Reduce
Interpretive Debates, and
Administrative Changes Which Are Also
Proposed

§26.2

(a) FFD program personnel to be
covered by FFD rule.

§26.3

e To support other rule changes,
revise existing definitions, create new
definitions, and relocate some
definitions from Section 1.2 of
Appendix A.

§26.7

* New section ensures
communications are sent to Document
Control Desk.

§26.8

(c) Section regarding burden estimates
deleted.

§26.20

* Minor clarifying and conforming
edits (Introduction, (c), (d), (e)(2)).

(a) Offsite involvement with drugs,
subversion of the testing process, and
refusals to test added to policy
statement.

(a) Clear and concise policy statement
must be readily available.

(a) Policy must address impairment
from legal drug use.

(d)(3)+(4) Policy must specify actions
to be taken for subversion and refusal to
provide a specimen.

(e)(1) Declaration of fitness to perform
tasks assigned when contacted for call-
in.

(f) Statement regarding Commission’s
right to review licensee policy is
deleted.

§26.21

(a) Minor administrative and
clarifying edits.

§26.22

(c) Supervisory training for licensee
employees must be completed as soon
as feasible following assignment to
supervisory duty.

(c) Supervisory training for contractor
employees must be completed no later
than 10 days following assignment to
supervisory duty.

§26.23

(a) Clarify that persons with a known
(to the contractor or vendor) history of
substance abuse must not receive
assignments to the protected area
without the knowledge and consent of
the licensee.

§26.24

(a)(1) Specify that all testing prior to
granting unescorted access is to be
called pre-access testing.

(a)(1) Clarify that negative pre-access
test result must be obtained prior to
access.

(a)(2) Random testing must be
conducted on weekends, backshifts, and
holidays.

(2)(2) Individuals selected for random
testing during an absence of 60 days or
more to be tested only once to meet both
random and return-to-duty testing
requirements (see § 26.24 (a) (5)); tests to
be reported as random.

(2)(3) Clarify conditions that initiate
for-cause test.

(2)(3) Ensure removal of unfit persons
and determination of fitness prior to
return to duty.

(a)(4) Relocate follow-up testing
requirements from § 26.27(b)(4/5) and
clarify testing is to be unpredictable and
tailored to medical history.

(a)(4)+(c)+(d)+(H)+(g)+(h) Minor
clarifying edits.

(h) Clarify that blood testing for
alcohol is for purposes of appeal.

(h) Clarify that any detectable
quantity of alcohol in a blood specimen
may be considered to determine FFD
violation.

§26.25

 Clarify that EAPs must be designed
to achieve early intervention and must
assure confidentiality.

§26.27

(a)+(b) Clarifying and conforming
edits.

(b)(1)+(3)+(5) Clarification of
requirements with respect to access
denial, removal, and return to service.

(b)(2) Conforming change regarding
the threshold for alcohol policy
violation.

(b)(3) People suspended must still be
covered by behavioral observation,
chemical testing, and sanctions for
violations.

(c) Clarify that acts of subversion must
be violations of policy and result in
denial of unescorted access for 3 years
and that the specific cause for removal
must be provided in response to an
inquiry.

(d) Clarify licensee handling of NRC
contractors believed to be unfit.

§26.28

 Clarify that the appeals process
must be objective and conducted by
persons not associated with the FFD
program.

 Clarify that an individual may
submit additional relevant information

§26.29

(b)+(c) Clarifying and conforming
edits.

§26.70

(a) Clarifies the records that NRC may
inspect.
§26.71

(b)+(c) Conforming edit.

(d) Include number of subversion
attempts by type in program
performance reports.

§26.73

(a) Conforming changes.
(a) Provides additional examples of
significant FFD events.

§26.80
(c) Conforming edit.

Section 1.1 of Appendix A
« Minor clarifying edits.
Section 1.2 of Appendix A

¢ Delete terms defined elsewhere in
Part 26 or relocated to § 26.3.

* Add definition of limit of detection
(LOD).

Section 2.1 of Appendix A

(a) Conforming editorial changes.
(b) Conforming editorial changes.
(e) Minor edit.

Section 2.2 of Appendix A
(a)+(d) Minor and conforming edits.

Section 2.3 of Appendix A

« Minor clarifying edits.

¢ Fitness-for-duty program personnel
tested by independent personnel to the
extent practicable.

Section 2.4 of Appendix A

(f) Minor clarifying changes.

(f) Current or previous specimen that
fails to meet normal standards
constitutes a reason to require observed
testing.

(9) Minor clarifying changes.

(9)(14)+ (15)+ (18)+ (19)+ (20)+ (23)+
(24)+ (27) Conforming and clarifying
changes.

(9)(23) Require secure sealing of
specimen bottle.

(h)+(i) Minor clarification of sealing
and labeling requirements.

(i) Continue to require specimens to
be shipped to HHS laboratory or cooled
within 6 hours of collection as
previously required by §2.7 (c).

()+(j) Conforming changes.

Section 2.5 of Appendix A
« Minor clarifying edits.
Section 2.7 of Appendix A

() +(d)+(H)+(@)+(n)+(i)+(K)+(1)+(m)
Minor clarifying edits.
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(c) Require chilling or testing within
one day of arrival at HHS laboratory.

(d) MRO to report adulteration or
dilution to management immediately.

(f)+(g) Standards for BAC established.

(h) Evidence of subversion must be
reported by HHS laboratory.

(h) Laboratory retention of original
chain-of-custody form.

(i) Specimens associated with
subversion to be placed in long-term
storage.

(j) Retesting of adulterated or diluted
specimens need only confirm specimen
not valid.

(m) HHS laboratories must have blood
analysis capabilities.

(n) Specify that licensee contracts
with HHS laboratories will assure that
copies of records are available to
licensees and NRC inspectors.

(p) Calibration standards (for
calibrating equipment used to test for
alcohol and screen for drugs) must be
current and valid.

(p) Two-year retention period for
laboratory procedure manuals after end
of contract with licensee.

(p) Licensee to retain latest testing
procedure manual until it is no longer
performing onsite testing.

Section 2.8 of Appendix A

(a)+(b)+(c)+(e)+(f) Minor clarifying
and conforming edits.

(b) Laboratory results on blind
performance specimens must be
evaluated and appropriate corrective
actions taken.

(e) Change the proportion of blank
and positive blind performance test
specimens.

(e) Assure regularity of submission of
blind test specimens.

(e) Adulterate or dilute and spike
some blind performance specimens.

(e) Specify that initial 90-day period
for blind performance testing rate
applies to all new contracts with HHS
laboratories.

(f) Investigation of testing process
errors and inclusion of report of action
taken.

(f) All false positive errors must be
reported to NRC.

Section 2.9 of Appendix A

(a) Minor conforming edits.

(b)+(c)+(d)+(e)+(f) Clarifying and
conforming changes to MRO duties for
reporting and review of results.

(d) Clarification of clinical evidence
of abuse.

(f)+(g) Medical determination of
fitness to perform duties defined.

(h) Conforming language for
extrapolation of BAC results between
0.02 and 0.04

(i) Minor clarifying edits.

Section 3.2 of Appendix A

« Section deleted and incorporated
into § 26.29(c).

Section 4.1 of Appendix A

(a) SAMHSA replaces NIDA and
change of room number.

List of Subjects in 10 CFR Part 26

Alcohol abuse, Alcohol testing,
Appeals, Chemical testing, Drug abuse,
Drug testing, Employee assistance
programs, Fitness for duty, Management
actions, Nuclear power reactors,
Protection of information, Reporting and
recordkeeping requirements, Sanctions.

For the reasons set out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended,
the Energy Reorganization Act of 1974,
as amended, and 5 U.S.C. 553, the NRC
is proposing to adopt the following
amendments to 10 CFR Part 26.

PART 26—[AMENDED]

1. The authority citation for part 26 is
revised to read as follows:

Authority: Secs. 53, 81, 103, 104, 107, 161,
68 Stat. 930, 935, 936, 937, 939, 948, as
amended, (42 U.S.C. 2073, 2111, 2112, 2133,
2134, 2137, 2201); secs. 201, 202, 206, 88
Stat. 1242, 1244, 1246, as amended (42 U.S.C.
5841, 5842, 5846).

2.1n §26.2, paragraphs (a) and (d) are
revised, and new paragraphs (e), and (f)
are added to read as follows:

§26.2 Scope.

(a) The regulations in this part apply
to licensees authorized to operate a
nuclear power reactor, to possess or use
formula quantities of SSNM, or to
transport formula quantities of SSNM.
Each licensee shall implement a fitness-
for-duty program which complies with
this part. The provisions of the fitness-
for-duty program must apply to:

(1) All persons granted unescorted
access to nuclear power plant protected
areas;

(2) Licensee, vendor, or contractor
personnel required to physically report
to a licensee’s Technical Support Center
(TSC) or Emergency Operations Facility
(EOF) in accordance with licensee
emergency plans and procedures;

(3) SSNM licensee and transporter
personnel who:

(i) Are granted unescorted access to
Category |A Material;

(ii) Create or have access to
procedures or records for safeguarding
SSNM; and

(iii) Make measurements of Category
|A Material;

(iv) Transport or escort Category 1A
Material; or

(v) Guard Category IA Material; and

(4) FFD program personnel who:

(i) Can link test results with the
person who was tested;

(ii) Make removal and return-to-work
recommendations or decisions;

(iii) Are involved in the selection and
notification of employees for testing and
in the collection and on-site testing of
specimens.

* * * * *

(d) The regulations in this part apply
to the Corporation required to obtain a
certificate of compliance or an approved
compliance plan under part 76 of this
chapter only if the Corporation elects to
engage in activities involving formula
quantities of strategic special nuclear
material. When applicable, the
requirements apply only to the
Corporation and personnel carrying out
the activities specified in § 26.2(a)(3).

(e) For facilities in the process of
being decommissioned, the scope of a
fitness-for-duty program may be
reduced to persons and specified areas
as deemed appropriate by the NRC to
protect public health and safety.

(f) Persons performing activities under
this part who are covered by a program
regulated by another Federal agency or
State that meets the general performance
objectives of this part need only be
covered by those aspects of a licensee’s
fitness-for-duty program not included in
the Federal agency or state program.

3. Section 26.3 is amended by
removing the definitions for follow-up
testing, random test, and suitable
inquiry, revising aliquot, confirmatory
test, and confirmatory positive test, and
adding in alphabetical order the
following definitions, abuse of legal
drugs, behavioral observation, blood
alcohol concentration (BAC), HHS-
certified laboratory, laboratory-
confirmed positive, licensee’s testing
facility, medical determination of
fitness, screening test, substance abuse,
subversion and subvert the testing
process, supervisor, and unconfirmed
positive test result.

§26.3 Definitions.

Abuse of legal drugs means the use of
a legal drug (e.g., alcohol, prescription,
over-the-counter drugs) in a manner that
constitutes a health or safety hazard to
the individual or to others, including
on-the-job impairment. Legal or
employment actions against an
i